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Medical Device Design Controls Kit

Plan, trace and transfer a medical device design without gaps.

What's inside

File What it is / how to use it

01_Design_Traceability_Matrix.xlsx User needs and design inputs with outputs, verification/validation results,
broken-link and gap flags, coverage % and transfer readiness.

02_Design_Plan_Review_VV_Transfer_Templates.docx | Design plan, inputs approval, design review record, V&V protocol and
report, transfer checklist.

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

Medical Device Design Controls Kit v1, Rev A(2026-10). Independent guidance. Not affiliated with or endorsed by ISO, IEC, AAMI, the U.S. FDA, the European Commission, any
Notified Body, 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 requlatory 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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Design Controls Templates

Medical Device Design Controls Kit - Document 02 - Rev A (2026-10)

Design & Development Plan

Project / device Design owner
Classification / regulatory Plan revision
path
Phase Deliverables Review / gate Planned date
Planning Plan, team, risk plan DR-0
Inputs User needs, design inputs, standards list DR-1
Design & outputs Drawings, specs, software, labeling DR-2
Verification Protocols and reports DR-3
Validation Simulated/clinical use, usability DR-4
Transfer Transfer checklist, DMR/MDF complete DR-5

Update this plan as the project evolves. Interfaces between groups: [list].
Role Name Signature Date

Design owner

Quality
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