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Medical Device Software Kit (IEC 62304)
Software development plan, safety classification, SOUP and traceability for SaMD and embedded
software.

What's inside

File What it is / how to use it

01_IEC62304_Medical_Software_Workbook.xlsx Traceability matrix, SOUP register, problem report log and process checklist with
flags.

02_Software_Development_Plan.docx SDP template.

03_Safety_Class_and_Release.docx Classification decision and release checklist.

Templates, not regulatory advice. Public regulation text (e.g., 21 CFR, EU 2017/745, CDC/OSHA guidance) is summarized with
sources named. ISO, IEC and AAMI standards are copyrighted; this kit paraphrases and cites clause numbers only, so buy the
standards from their publishers. Confirm current requirements for your market, and use qualified regulatory support for
submissions and compliance 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
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1. Purpose and scope
Define how [Software] is developed and maintained, scaled to its safety class.

2. Responsibilities
Role Responsibility

Quality manager [Define]

Approver [Define]

3. Procedure
1. Classify the software (A/B/C) and record the rationale.
2. Define lifecycle model, deliverables and reviews per class.
3. Define tools, coding standards and configuration management.
4. Define verification: unit, integration, system tests.
5. Define release criteria and the maintenance process.

4. Records
 SDP
 Classification record
 Traceability
 Release record

5. Revision history
Rev Date Change Approved

Role Name Signature Date

Prepared by

Approved by

Template, not regulatory advice. Standards cited by clause number only; buy them from the publisher.


