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Project Summary
• FDA issues draft guidance (Aug 2016)
• RSNA meeting – FDA comparison table proposal (Nov 2017)
• CRCPD, AAPM, RSNA – vetting tables with user groups (2018)



The Structure

Section 1



What’s Being Developed?
• MITA is creating two documents:

• 3 template tables comparing 21 CFR 1020.30-33 to IEC 60601-1 standard series for 
x-ray imaging modalities (Fluoro/Rad, CT, Mammo)

• An extract of IEC 60601-1 particular/collateral reference document 
• Manufacturer Tailored Tables

• Manufacturers can utilize the MITA template tables to develop manufacturer-
specific product or product family tables

• Benefits
• Field inspectors quickly understand the IEC requirements and test methods for 

applicable equipment 
• Continuous harmonization with state-of-the-art international safety standards
• Improved operator/patient safety and quality control



The Comparison Table

• Clearly indicates corresponding 21 CFR and IEC standards containing overlapping requirements
• Clearly describes the differences



21CFR to IEC Reference Text

• IEC text is free to use in accordance with prior authorization (reuse must be < 10% of standard)
• IEC text selected by MITA and submitted to Central Office of the IEC for authorization
• IEC glossary of defined terms (ALL-CAPITAL LETTERS) is publically available on the web
• Describes requirements and test methods for indicated comparisons



Examples
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Example 1:  “Fluoroscopic Irradiation Time Display”, 1020.32(h)(2)(i)

1. Visit mfg specific site via mfg provided link on MITA website
2. Use mfg specific site to find table of applicable IEC comparison to 

be utilized in a particular model or family of devices
3. Utilize table to identify requirements where the IEC limits/ test 

methods are used rather than 21 CFR
4. Update test plan accordingly



Example 1: “Fluoroscopic Irradiation Time Display”, 1020.32(h)(2)(i)



Example 2:  “Illuminance of Light Localizer”, 1020.31(d)(2)(ii)



Example 2  “Illuminance of Light Localizer”, 1020.31(d)(2)(ii)

Note: IEC provides 
more prescriptive 
test methods than 21 
CFR in many cases



Next Steps
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Distribution & Availability

• Reference documents shared today to be made available as a 
Medical Imaging & Technology Alliance document

• Manufacturers will be able to use these template documents to 
create tailored product and product family tables

• Manufacturers will be able to provide links to tables from a 
central MITA location

• Dependent on final FDA guidance and product adoption



MITA Websites URLs:
https://www.medicalimaging.org/
cfr-iec-comparison/

https://www.medicalimaging.org/
cfr-iec-manufacturer-portal/


