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ISO 14971 Risk Management Kit

A risk management file a reviewer can follow, from plan to report.

What's inside

File What it is / how to use it

01_Risk_Management_Workbook.xIsx Editable acceptability matrix; hazard analysis with lookup-based risk levels; FMEA with
RPN; controls with implementation/effectiveness verification; readiness summary.

02_Risk-Management_Plan.docx Plan template.

03_Benefit- Benefit-risk table and final report questions.
Risk_and_Risk_Management_Report.docx

Templates, not regulatory advice. FDA regulation text quoted is public (21 CFR). ISO, IEC and AAMI standards are copyrighted; this
kit paraphrases and cites clause numbers only, so buy the standards from ISO/ANSI/AAMI. Confirm current requirements for every
market, and use qualified regulatory support for submissions and reportability decisions.

About the author

Built by Matt Norman, US Navy veteran and former SpaceX Falcon 9 quality inspector and QA supervisor. (Not affiliated with
or endorsed by SpaceX.) Norman Quality Tools is Veteran-Owned & Operated. Contains no SpaceX, government, or
customer proprietary information; all example data is made up.

License

One company license: use and edit at all sites of the purchasing company. Do not resell or redistribute. Works with Word/Excel 2016+, Microsoft 365,
LibreOffice; no macros. Norman Quality Tools (Veteran-Owned & Operated), 600 W Santa Ana Blvd, Ste 114-A3064, Santa Ana, CA 92701. Support:
normanqualitytools.com/support.html

ISO 14971 Risk Management Kit v1, Rev A (2026-10). Independent guidance. Not affiliated with or endorsed by the U.S. FDA, the European Commission, any Notified Body, IEC,
AAMI, SAE International, IAQG, ISO, or any current or former employer of the author. Standard clause numbers are for navigation only; buy standards from their publishers. Not
legal advice; does not guarantee certification or approval. Templates, not regulatory advice; confirm current FDA/EU requirements and use qualified regulatory support for
submissions. © 2026 Norman Quality Tools. All rights reserved. Licensed for use within the purchasing company; do not resell or redistribute.
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Risk Management Plan

ISO 14971 Risk Management Kit - Document 02 - Rev A (2026-10)

Device / family

Intended use / purpose

Life-cycle phases covered

Plan owner

Revision

1. Scope

Device description, accessories, users, use environments, life-cycle phases

2. Responsibilities and authorities

Role Name Responsibility

Risk management lead Owns file

Design / engineering Hazard analysis, controls
Clinical / user expert Harm severity, benefit
Quality Verification, reviews

Top management Policy and criteria approval

3. Acceptability criteria

Per the Criteria sheet of 01_Risk_Management_Workbook (attach a print). Criteria derive from the company risk policy,
considering applicable standards and the generally acknowledged state of the art.

4. Overall residual risk method
Describe how all residual risks together are evaluated (e.g., expert panel review of the full hazard table, comparison to similar
marketed devices, benefit-risk).

5. Verification activities

How implementation and effectiveness of each control will be verified (tests, inspections, usability studies).
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