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Cleanroom Monitoring Kit (ISO 14644)
Run the daily paperwork of a controlled environment.

What's inside

File What it is / how to use it

01_Cleanroom_Monitoring_Gowning_Cleaning_Logs.xlsx Room limits you set; monitoring log with alert/action and environment
flags that demand an excursion form; gowning qualification tracker with
requal due; cleaning record.

02_Gowning_Procedure_and_Excursion_Form.docx Gowning sequence and qualification; excursion form with product impact.

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.

ISO 14644-1/-2/-5 referenced by number only; enter your own limits from your classification and qualification.

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

Cleanroom Monitoring Kit (ISO 14644) 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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Gowning Procedure & Excursion Form
Cleanroom Monitoring Kit (ISO 14644)  -  Document 02  -  Rev A (2026-10)

Gowning procedure (edit to your room class)
1. Before entry: no cosmetics, jewelry, or outdoor coats; wash and dry hands.
2. Step over the bench in sequence: hair cover / hood, face mask (and beard cover), coverall without touching the floor, 

boot covers stepping across the bench, gloves last.
3. Check in the mirror: no exposed hair or skin; gown closed.
4. Inside: slow movements, no unnecessary talking, no items not on the allowed list.
5. Exit: remove in reverse order into the marked bins; reusable garments to laundry log.

Gowning qualification

New staff: train, observe 3 gowning sequences, and (if your program uses them) pass contact-plate or particle checks on 
gown surfaces. Requalify per the tracker interval.


