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Significant events must be notified as specified in :

L. 1333-3 modified by law n°2009-879 of July 21st, 2009 – art. 106 (V)

Art. L1333-13 of ordinance n°2016-128 of the 10 Feb 2016

[…]

The health professionals involved in the treatment or in the follow up of
patients exposed for medical purposes to ionizing radiations, must
notify without delay to ASN and the DG of the Regional health
agency, any event likely to affect human health through this
exposure.

[…]

Legal requirements
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Significant events

The events that can occur in a nuclear installation or during a 

nuclear activity do not necessarily always justify being 

notified to the administrative authority. 

ASN defined criteria for notifying the public authorities 

of events considered "significant".

The notification criteria for significant radiation protection 

events are set out in the guide n°11 of ASN (non binding)
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Notification criteria

6 criteria related to :

criterion 1 : workers

criterion 2 : patients

criterion 3 : public

criterion 4 : radioactive sources

criterion 5 : actual or attempted malicious act 

criterion 6 : any other event that could affect 

radiation protection considered significant

Guide n°11 published by ASN on October 2009
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Significant radiation protection events affecting

patients :

• criterion 2.1: Patients subjected to exposure 

for therapeutic purposes

• criterion 2.2 : Exposure of patients for 

diagnostic purposes

Criteria n°2.1 and 2.2 (patients)
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Is considered as a significant event:

« Any unexpected situation or any

organizational, material or human

malfunction occurring during radiation

treatment of a patient resulting in:

- improper treatment regarding the 

prescribed dose

or

- the occurrence of unpredictable

deterministic effects given the therapeutic

strategy decided with full-inform consent 

of the patient. »

Criteria n°2.1: therapeutic

exposures

ASN guide n°16 (non binding)

http://www.french-nuclear-

safety.fr/References/ASN-Guides-non-

binding/ASN-Guide-No.-16

http://www.french-nuclear-safety.fr/References/ASN-Guides-non-binding/ASN-Guide-No.-16
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Events to be notified :

• for radiotherapy and brachytherapy,

• non compliance with a difference of +/- 5% of the total 

prescribed dose 

• non compliance with the planned schedule and/or 

fractionation, taking into account any clinical or technical

constraints for the patient treatment;

• for internal targeted therapy, non compliance with a difference of + 

10% of the prescribed activity of administered radiopharmaceutical;

• systematic dose error likely to affect several patients, regardless

of the value of the error;

• any incorrect identification of a patient

Criteria n°2.1: therapeutic

exposures
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“ Inappropriate practice or malfunction when using 

radioactive sources or X-ray generators for diagnostic 

purposes which has resulted or could have resulted in:

• exposures significantly higher than the diagnostic 

reference levels

or

• errors in the performance of the examination”

Criterion n°2.2: diagnostic 

exposures

Criterion under revision particularly to better 

include events in interventional radiology 
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A website to notify events in 

radiation therapy

https://vigie-radiotherapie.asn.fr/

https://vigie-radiotherapie.asn.fr/
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Initial notification

Example of pdf form sent to ASN and other relevant authorities
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Analysis carried out 

after 2 months (max)

Example of form sent to ASN and other authorities 2 months after the initial notification
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Event’s follow-up by ASN

- Contact with the notifying center to ask for additionnal

information when necessary

- Follow up of the corrective actions during regular

inspections for not severe events

- Dedicated inspections for more severe events

All events are registered in the ASN internal data base


