
ChromaScan Health Standards

● IEC 60601
Standard will be used for testing electrical safety, specifically leakage current testing
(10uA).
Reference Link:

Link 1
Link 2

● 21 CFR 892 - FDA
Medical Device Data System MDDS - the device should not modify or control data, just
output the patient's past results.
Reference Link:

Link 3

● ISO 17664
- ISO 17664:2004(E) - Sterilization of Medical Devices -- Information to Be Provided

by the Manufacturer for the Processing of Resterilizable Medical Devices.
- FDA recommends thorough cleaning and low-level disinfection.
Reference Link:

Link 4

● IEC 62304
Standard will be used to outline the software life cycle processes necessary to ensure
the safety and effectiveness of the software

i. Ensure compatibility with the test strip interface, data processing, and
digital results presentation

Reference Link:
Link 5

● ISO 45001:

Focuses on occupational health and safety, and includes guidelines for handling
chemicals, ensuring worker safety. As part of our testing procedure, this will be needed
when testing the color strips with chemicals.
Reference Link:

Link 6

● IEC 62133
This safety standard defines the requirement and tests for alkaline and other
non-electrolytes batteries used in portable medical devices.
Reference Link:

Link 7

https://www.rigelmedical.com/gb/downloads/Rigel-Medical-A-Practical-guide-to-IEC-60601-1.pdf
https://webstore.iec.ch/preview/info_iec60601-1-2%7Bed4.1%7Db.pdf
https://www.fda.gov/media/88572/download
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard__identification_no=43305
https://www.iso.org/obp/ui/en/#iso:std:iec:62304:ed-1:v1:en
http://bazekon.icm.edu.pl/bazekon/element/bwmeta1.element.ekon-element-000171438384
https://webstore.iec.ch/publication/32662

