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Online Surveys

Competent authorities: The Heads of the European Radiological Protection
Competent Authorities (HERCA) is a member of the project Advisory Board and as
such made available its network of national CAs and distributed the survey among
the members of the Working Group on Medical Applications (WG MA). The
consortium reached out to health authority contacts available through other quality
and safety projects (e.g., QUADRANT, EU-REST), as in some countries health
authorities have competence in the field of ILSs. At the request of the European
Commission, the members of the SAMIRA SGQS were not invited to complete the
survey.

National professional societies: To understand the implementation of the BSSD
requirements at member state level from the perspective of the professional
stakeholders, the European PSs represented in the consortium (ESTRO, EFOMP) as
well as in the Advisory Board (EANM, ESR, CIRSE, EAPCI, EFRS) were asked to
distribute the survey among their national professional member societies, via their
national delegates in quality & safety committees or similar depending on their
organisational structures. As the European PSs have long-standing contacts with
their national counterparts, qualified responses from the EU-27 as well as Norway
and Switzerland were obtained.
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Online Surveys

e Individual hospitals: To understand the implementation of ILSs from a practical
point of view, it was considered important to survey and evaluate the situation
directly in a representative sample of European hospitals, taking into account
discipline variation as well as potential gaps, barriers, common issues and the need
for European action and guidance. In order to ensure a structured approach and to
avoid bias (e.g. by contacting the EuroSafe Imaging Stars network only), the
consortium decided to ask EFOMP to contact its national member organisations to
identify a representative selection of 5-10 hospitals in their country, covering all
radiation risk areas as well as the public and private sectors and including a relevant
contact person, e.g., the medical physicist in charge of incident reporting.
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Online Surveys (CA)

The content of the survey to the CAs included the following.

National legal provisions for the implementation of regulatory ILSs for significant
events after the BSSD transposition

Organization of the CAs for the management of significant events

Areas where an ILS is working (radiotherapy, nuclear medicine, diagnostic and
interventional radiology)

Type of incidents reported (only significant events or also other minor events or
near miss for learning purposes)

Definition of significant events, minor events and near misses in every area
Evidence of functioning: Number of significant events reported annually, events
analysed by the regulator, example of safety measures implemented

Mechanisms for the timely dissemination of information, relevant to radiation
protection in medical exposure, regarding lessons learned from significant events.
Frequency of feedback

Existence of regulatory systems to identify those facilities with no or few reports
submitted and analysed in the local ILSs

Composition of the group in charge of the analysis and feedback of the lessons
learned from significant events. Support from experts

Main gaps and barriers found in the implementation of the regulatory ILSs
Collection of references of available guidance, resources, and good practices

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (PS and Hospitals)

The content of the survey to national PSs and selected hospitals on the development of
local ILSs included the following.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751

National legal provisions for the implementation of hospital or department ILS after
Council Directive 2013/59/Euratom transposition

Areas where an ILS is currently in place (e.g., radiotherapy, nuclear medicine,
diagnostic and interventional radiology, interventional cardiology)

Type of incidents reported (radiation exposure significant events, near misses, both,
events not concerning radiation exposure)

Criteria to report significant events in every area to the national authority. Number
of significant events reported in the last years

Evidence of functioning: number of reports in every area, criteria to analyse events,
percent of events analysed, example of safety measures implemented as a
consequence of the analysis

Composition of the patient safety and quality team in every area. Frequency of
meetings. Dependency of the team within the organisation

Information about training of staff both to enable correct reporting at ground level
and to allow for adequate analysis/feedback/learning

Internal feedback and learning after the analysis

Criteria or recommendations followed for the harmonisation of fields, structure and
coding system of the ILS

Arrangements to inform the referrer, the practitioner and the patient about
unintended or accidental exposures

Contribution to anonymous voluntary external ILSs. Other means of communicating
and sharing lessons learnt externally

Main gaps and barriers found in the implementation of the local ILSs

Collection of references of available guidance, resources, and good practices (for
national PSs)
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Online Surveys

Health authorities from
Spain and Romania
Initially removed to
facilitate the analysis

Raw data (August 31, 2023) Raw data (August 31, 2023) | o CAs: 23 from 23 countries
32 competent authorities > 23 competent authorities e PSs: 94 from 28 countries
113 professional societies 94 professional societies e Hospitals: 55 from 19 countries
74 hospitals 95 hospitals

Remove largely

Remove duplicated incomplete responses

responses
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Online Surveys

Competent authorities

Fig. 2: Countries represented among responses from CAs (dark green)
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Online Surveys

Table 2: Replies from national PSs considered for data analysis

IR MP
AT 1
BE
BG
HR 1 1
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DK 1
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FR 1 1
DE 1 1
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Online Surveys

Hospitals

Fig. 10: Countries represented among responses from hospitals (dark green), including
the number of replies per country
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Online Surveys (CA)

3.3 Analysis of Survey to Competent Authorities
The survey was targeted for radiation protection and health authorities, referred to as CAs.

All 23 countries have transposed the BSSD regarding incident reporting of significant
events involving ionising radiation for patients into their national legislative framework.

In all countries that replied to the survey, the regulatory system of reporting and learning
applies to the following.

External beam radiotherapy

Brachytherapy

Therapeutic nuclear medicine (vectorised internal radiation therapy)
Diagnostic nuclear medicine

Diagnostic radiology

Fluoroscopically-guided interventional radiology

Interventional cardiology

Denmark, France and Ireland also indicate that they have a reporting and learning system
for dental imaging.

All 23 countries have a national/regional authority specifically designated as CA for the
management of declared significant events involving ionising radiation.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (CA)

Despite all the countries having a CA for the management of declared significant events
involving ionising radiation, some differences exist regarding the kinds of events reported
(Table 4), namely for the following five types of events.

Events involving accidental medical exposures

Events involving unintended medical exposures

Events involving potentially accidental (near misses) medical exposures
Events involving potentially unintended exposures

Events involving malfunction of medical devices

Belgium, Czechia, Denmark, Finland, France, Germany, Greece, Lithuania, Norway,
Portugal and Sweden are the countries that include all five listed events, while Estonia is
the only country that did not report any.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751

MARLIN
Project Workshop, Brussels



Online Surveys (CA)

The CAs were asked whether they had defined specific criteria for reporting by hospitals
that undertook the radiation modalities above (see the summary in appendix 4). One CA
had delegated the task of developing modality specific criteria to the relevant national PSs.

For the high-risk areas of external beam radiotherapy (EBRT) and brachytherapy, 16 out
of 23 CAs had issued specific criteria (see the summary in appendix 4).

For nuclear medicine services, the picture was as follows: 9 out of 23 CAs had specific
criteria for therapeutic nuclear medicine and diagnostic nuclear medicine and, respectively,
6 out of 23 and 4 out of 23 had generalised criteria, while 8 out of 23 and 10 out of 23 had
NnO answer or no criteria.

In diagnostic radiology, 11 out of 23 CAs had specific criteria, 3 out of 23 had generalised
criteria, and 9 out of 23 had no criteria or did not answer the question. Of the 11 CAs that
answered “Yes” to this question, one CA only had criteria for foetal dose.

In interventional radiology and cardiology, the picture was exactly the same for all CAs,
with none having different criteria for interventional radiology compared to interventional
cardiology. The situation was as follows: 12 out of 23 had specific criteria (again with 1 CA
only having foetal dose as a criteria), 4 out of 23 had generalised criteria, and 7 out of 23
had no criteria or no answer to the question.

Of the CAs that did not report criteria, 2 out of 23 reported that they were developing such
criteria.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (CA)

In the last 5 years (2018-2022) there have been 2964 significant events reported to the
CAs, although some of the systems were not operational in 2018 and started to collect
data later. External beam radiotherapy, diagnostic nuclear medicine and diagnostic
radiology are amongst the modalities with higher numbers reported.

Total number of significant events per modality in the last 5 years (2018-2022)

7; 0%

| » External beam radiotherapy

= Brachytherapy

= Therapeutic nuclear medicine

751; 25% . . L
(vectorised internal radiation therapy)

Diagnostic nuclear medicine

Diagnostic radiology

63; 2%
39; 1% = Fluoroscopically guided interventional

980; 33% radiology

= Interventional cardiology

Fig. 11: Total number of significant events per modality in the last 5 years (2018-2022)
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Online Surveys (CA)

External beam radiotherapy (total 5 years 2018-2022) per country

Significant events external beam radiotherapy (total 5 years 2018-2022))
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Fig. 12: Significant events in EBRT (total 5 years 2018-2022)
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The role of the CA in managing reported significant events varies between countries.
The survey asked specifically about the following.

Event report analysis

Adopting corrective measures
Inspections

Soliciting experts

Carrying out periodic reviews
Dissemination of lessons learned

The results per each country are presented in Table 6. Belgium, Czechia, France,
Luxembourg, Norway and Portugal are among the countries that have a role in all the areas
defined.

Table 6: Role of the CA in managing reported significant events (/- with role; X - no role)

Adopting
Country Event Report Corrective | Inspections Soliciting Performing Dissemination of y, X
Analysis M Experts Periodic Reviews Lessons Learned
easures
J 21 13 21 9 11 17
X 2 10 2 14 12 6
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Online Surveys (CA)

Table 7: Estimation of the possible rate of underreporting of significant events

On a national level, can you

estimate the possible rate of

underreporting of significant
events involving ionising

On a national level, can you

estimate the possible rate of

underreporting of significant
events involving ionising

radiation? radiation
BE Common LU I don't know
BG Rare MT I don't know
HR I don't know NL I don't know
CcZ Common NO Common
DK I don't know PT Common
EE None RO Common
FI Common ES Common
FR [ don't know SE Common
DE I don't know CH Common
GR Common
HU [ don't know Common 11
IE I don't know Rare
LV Common None
LT I don't know I don't know 10
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Online Surveys (PS)

3.4 Analysis of Survey to Professional Societies

This survey was addressed to various European PSs involved with medical applications of
ionising radiation. Included were PSs in the fields of medical physics, radiotherapy, clinical
oncology, cancer nursing, nuclear medicine, radiography, radiology, interventional
radiology, and interventional cardiology. A few PSs also represented a combination of these
medical fields.

The main good practices from answers to the survey question "Please specify any additional
means of support to the competent authority (CA) for managing reported significant events
provided by the society?" are listed below.

e Official publications in the form of reports and recommendations, at least annually
o Newsletter and email dissertation of information, mostly monthly
e Recording presentations for dissemination

The survey queried the respondents on whether their organisation was somehow involved

with quality and risk management. The results are shown in Table 8.
their respective societies

MARLIN
Project Workshop, Brussels

Table 8: An overview of PSs that have active quality and risk management initiatives within

Area of professional society

Quality and risk management

Interventional cardiology (IC) 1 out of 4
Interventional radiology (IR) 2 out of 12
Medical physics (MP) 6 out of 12
Nuclear medicine (NM) 7 out of 22
Radiography (RG) 7 out of 11
Radiology (RY) 9 out of 15
Radiology and Nuclear Medicine (RYNM) |0 out of 1
Radiotherapy (RT) 7 out of 15
Other 0 out of 2
Total 39 out of 94

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751



Online Surveys (PS)

Table 12: An overview, by PS area, of the answers to the question: “"Has the society

cooperated/contributed somehow in the process of revising this provision?”

Area of Professional society Yes No :::: No answer Total
Interventional cardiology (4) 0% 50% 50% 0% 100%
Interventional radiology (12) 8% 42% 50% 0% 100%
Medical physics (12) 50% 33% 8% 8% 100%
Nuclear medicine (22) 36% 23% 32% 9% 100%
Radiography (11) 55% 9% 27% 9% 100%
Radiology (15) 40% 33% 20% 7% 100%
Radiology and Nuclear Medicine (1) 100% 0% 0% 0% 100%
Radiotherapy (15) 13% 40% 27% 20% 100%
Other (2) 0% 50% 50% 0% 100%
Average 34% 31% 29% 6% 100%

From the survey replies, MP and RG societies seem to have a higher level of involvement
in the national regulatory process, Furthermore, many PSs of all types indicated in free-
text answers that they were involved in the drafting stage of national regulations in many

ways, including the following.

Reviewing drafts

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751

Meetings with regulators to discuss issues
Contributing to expert advisory groups
Co-option on to the drafting team for new regulations
Part of the general consultation with stakeholders
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Online Surveys (PS)

Table 14 PS answers to the question: “Is there a national/regional authority specifically
designated as competent to be in charge of the management of declared significant

events?”

Area of Professional society Yes No I?::\:\tr No answer Total
Interventional cardiology (4) 50% 50% 0% 0% 100%
Interventional radiology (12) 50% 8% 42% 0% 100%
Medical physics (12) 92% 0% 0% 8% 100%
Nuclear medicine (22) 68% 9% 14% 9% 100%
Radiography (11) 78% 11% 0% 11% 100%
Radiology (15) 82% 9% 0% 9% 100%
Radiology and Nuclear Medicine (1) 100% 0% 0% 0% 100%
Radiotherapy (15) 67% 7% 7% 20% 100%
Other (2) 100% 0% 0% 0% 100%
Average 76% 10% 7% 6% 100%

For the 67 PSs that answered “Yes” (76%), one society did not specify the name of the CA
as required by the survey, and one society gave an unusable answer. In general, these
survey replies from PSs indicate that the knowledge of CAs in charge of the management

of declared significant events is good.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (PS)

Table 16: An overview, by PS area, the number of respondents who indicated that their
society supports CAs in managing reported significant events

Area of Professional Society

The PS Supports the CA

Table 17: An overview by country of how PSs supports CAs in managing reported significant
events (note that more than one answer per respondent was possible)

MARLIN

Project Workshop, Brussels

Adopting
corrective Disseminati Clinical
measures at .
Event report X on of audit of the
Country analysis national lessons reporti
v level based . po ng
learned institution
on events
analysis
Total 16 15 27 12

Interventional cardiology 3 out of 4
Interventional radiology 5outof 12
Medical physics 3 outof 12
Nuclear medicine 8 out of 22
Radiography 2 out of 11
Radiology 5 out of 15
Radiology and nuclear medicine O outof1l
Radiotherapy 5 out of 15
Other 0 out of 2
Total 31 out of 94
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Online Surveys (PS)

Table 19: Summary of the survey respondents free-text answers to the question "In your
experience, what are the main supports in implementing an incident/reporting and learning

system”

Main Supports in Implementing an Incident-Reporting and Learning System

Local Level

National Level

Having a quality department supporting safety,

also support

reporting, events analysis and lessons dissemination, Having specific provisions protecting
and having the expertise of medical physics experts to | reporters

Having specific “no blame, no shame” policy
supporting learning culture

Online and easily accessible reporting
systems

Staff education in reporting

Education and training in reporting and
safety culture

Easy to use electronic reporting system

Table 20: Summary of the survey respondents’ free-text answers to the question "From
your own experience, which are the main barriers in implementing an incident-reporting

and learning system?”

Main Barriers in Implementing an Incident-Reporting and Learning System

Local Level

National Level

Fear of sanctions / litigations / repercussions
if declaring significant events.

Fear of sanctions / litigations / repercussions if
declaring significant events.

Lack of safety culture and education in
reporting.

Lack of funding incentives.

Lack of time and “easy to use” reporting
systems.

Lack of communication/feedback.

Lack of education training in safety culture and
reporting.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Table 22: An overview by PS area of respondents’ survey replies to the question: "Do you
carry out initiatives to promote safety through incident reporting systems?”

Area of Professional society Yes No No answer Total
Interventional cardiology (4) 0% 100% 0% 100%
Interventional radiology (12) 33% 42% 25% 100%
Medical physics (12) 33% 50% 17% 100%
Nuclear medicine (22) 36% 45% 18% 100%
Radiography (11) 55% 27% 18% 100%
Radiology (15) 33% 47% 20% 100%
Radiology and Nuclear Medicine (1) 0% 100% 0% 100%
Radiotherapy (15) 47% 20% 33% 100%
Other (2) 50% 50% 0% 100%
Average 32% 54% 15% 100%

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751



Online Surveys (PS)

Table 24: By PS area, the answers to the question: "Do you think that the competent
authority should share information about significant events involving ionising radiation in
a more systematic way?”

Area of Professional society Yes No No answer
Interventional cardiology (4) 50% 25% 25%
Interventional radiology (12) 67% 8% 25%
Medical physics (12) 75% 8% 17%
Nuclear medicine (22) 82% 5% 13%
Radiography (11) 64% 18% 18%
Radiology (15) 67% 20% 13%
Radiology and Nuclear Medicine (1) 100% 0% 0%
Radiotherapy (15) 80% 0% 20%
Other (2) 100% 0% 0%
Average 76% 9% 15%

Survey respondents also gave examples of how CAs could share information about
significant events involving ionising radiation more systematically, which can be
summarised in three distinct actions.

e Official publications in the form of reports and recommendations, at least annually
o Newsletter and email dissemination of information on a monthly basis
e Recording presentations for dissemination in the community

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (PS)

The final question in the PS survey gave the respondents the opportunity to provide general
comments within the field of reporting and learning from significant events. The comments
selected by the WP team as most prominent include the following items.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751

“I would really be happy if the competent authority would be able to give us more
professional support (via publications, organising national meetings with
international experts in the field, direct discussions with institutions, etc). At the
moment there is no regular activity on that; hence, an unmet need”

“Creation of a European data repository register in which to record ionising
radiation-based significant events and incidents”

"It would be desirable to have standardisation in incident reporting and common
guidelines across EU countries”

“I think it's important to explain that radiation incidents are an important part of
learning. Particularly in small centres, there may be a fear of disclosing incidents.
In my opinion, in small centres it is easier to keep the event a secret than in large
ones”

“Patient safety requires training and time to dedicate to it. It is difficult to free up
time to devote to these issues, especially in healthcare facilities with high healthcare
activity. I believe that external audits organised by the government in collaboration
with scientific societies can be of great help to improve patient safety and quality,
however the logistics involved in organising such audits are not easy to implement”
“Spain is an almost federal country, a common policy should be applied for the
declaration, registration and evaluation of incidents. In addition a continuous
learning system should be implemented with the collaboration of the national
societies. The investments of the EC should be reviewed in countries where there
is no clear commitment on this issue”

“Incidents are reported to and handled by the national authority. Their mission
could be extended to developing a system for incidence learning on a national level”

MARLIN
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Online Surveys (Hospitals)

3.5 Analysis of Survey to Hospitals

Hospitals within the survey area were identified according to the methodology described in
Section 2.2 via PSs. The survey structure is given in Annex 1. There were 58 responses
from hospitals, three of which were distinct survey responses from different departments
within the same hospital. This means 55 separate hospital responses were received from
19 countries out of 29 possible. No replies were received from Austria, Bulgaria, Cyprus,
Estonia, Hungary, Italy, Latvia, Luxembourg, Norway and Slovenia. The types of hospitals
that responded are summarised in Table 25 below. Please note multiple answers regarding
the type of facility were possible, hence the totals in the table are higher than the number
of hospital replies received.

Table 25: Summary of types of hospital within the survey respondents

. . University Cancer General
Public Private Hospital Hospital | Hospital
Total 32 10 27 21 19

All responding hospitals had implemented an ILS of some sort. When asked what type of
local radiation event recording system they had implemented the vast majority were using
electronic ILSs (35 out of 55). Of the remaining hospitals, 18 used a paper-based system,
one hospital declared a local system for radiotherapy and a generic regional system, one
hospital reported a general, non-specific system, and one hospital reported the use of
multiple paper and electronic ILSs depending upon the department/clinic. However, it is
likely that, from the 35 out of 55 hospitals reporting electronic-based ILSs, many of these
will also be generic reporting systems where staff are able to report all types of local
incidents.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (Hospitals)

Reporting of significant events to
« Radiation safety authority
* Device regulatory agency
 Pharmaceutical agency
« Both regional and national reporting
Who can be a reporter of events?
« 34/55 any staff member

« 21/55 some restrictions (certain experts, managers, etc.)

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (Hospitals)

Staff protection and mode of reporting
« 13/55 complete anonymity
 14/55 reporter discretion
« 21/55 restricted access to reporter identity

« 4/55 open systems

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (Hospitals)

Analysis of reported events

« 43/55 significant events

« 35/55 near misses

« 35/55 repeated events
Where events are analysed:

« 29/54 clinical service leve

« 33/54 quality and safety department (or equivalent)

Most report findings to hospital management (graded approach)

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (Hospitals)
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Fig. 19: Summary by country of numbers of hospitals regarding the status of their
regularly reviewing of reported radiation events
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Online Surveys (Hospitals)

Staff involved in review and analysis of reported events
« Medical physicists
* Physicians
- Radiographers
« Radiation protection officer/expert
« Quality and risk managers (less than 50%)
Training for staff

* Most for reporters, less common for review/analysis
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Online Surveys (Hospitals)

Service improvement following reported events
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Online Surveys (Hospitals)
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Fig. 21: Summary of sources of learning for hospitals by country
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Online Surveys (Hospitals)

In terms of the free-text request for additional comments some of the more notable ones
were the following.

“A desire to more strongly couple two disparate reporting systems so that the
radiation protection authority also sees the reported radiation incidents”

“Many hospitals are not aware of what they would have to report”

“We are trying to encourage more near misses to be reported as there is great
learning from these”

“All of the nationally reported incidents have shown a '‘Swiss cheese’ effect with
several points of failure”

“We have increased our emphasis on incidents reporting and in 2023 have seen an
uptick in reported incidents and near misses”

“"We have a national cooperation between the hospitals in Denmark where we share
knowledge from the incidents to learn from each other. We meet twice per year”

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Online Surveys (Summary)

3.6 Comparative Analysis of the Three Surveys
When comparing the survey results for CAs, PSs and hospitals, the following items were
identified as important to pursue in the MARLIN project final guidance document.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751

The criteria for reporting events shows some hospitals were mistaken in their
responses regarding who set the criteria. For instance all Swedish hospitals said
criteria were set locally. However, we know from the CA survey that Sweden has
set such national criteria. The Dutch hospital, though, was correct in saying there
is no CA setting criteria, as these are set by the relevant PS. One hospital stated
criteria were set locally and specified exactly what these criteria were. There is no
way to corroborate this response, as the relevant CA did not respond to the CA
survey.

In final guidelines the MARLIN project will analyse events reported by hospitals to
CAs as a function of criteria to try to answer the question “Why does France have
so many reported events compared to other countries.” Do countries with low
numbers have vague criteria, or is there something else standing in the way of
reporting events?

Regarding CA opinions on under-reporting, some hospitals said they or other
hospitals in their country were reluctant to report for reputational reasons, and also
staff in some hospitals were reluctant to report to local ILS due to fear of disciplinary
action by management. Definitely a culture issue. Furthermore, some replies
indicated a fear of economic consequences from reporting events to CA, which will
also be addressed in the final guidance document.

MARLIN
Project Workshop, Brussels
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Online Surveys (Summary)

3.6 Comparative Analysis of the Three Surveys
When comparing the survey results for CAs, PSs and hospitals, the following items were
identified as important to pursue in the MARLIN project final guidance document.

e Professional societies indicated that the CAs should share information about
significant events involving ionising radiation in a more systematic way, while CAs
indicated that dissemination of information on significant events involving ionising
radiation is part of their duties.

e A strong majority of PSs declared they are not directly requested by members of
their society (hospitals) to assist with reported significant events.

e In summary, the survey results underline that there is a need for more interaction
between CAs and PSs, as well as PSs and hospitals, i.e., the entire community, in
order to efficiently use incident-reporting and learning systems to promote a safety
culture within medical applications using ionising radiation.

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Expert Interviews

4. Expert Interviews
4.1 Methodology

The methodology for selecting themes and questions for interviews was linked to survey
replies, i.e., no predetermined themes and questions before we had received a majority of
survey replies. This decision was made to be able to reflect good and suboptimal practices,
as well as particularly interesting items, that were identified from survey replies. As a
strategy we decided to focus on fewer interviews to allow a more in-depth exploration of
items.

A decision was made to focus the interviews on CAs and hospitals. Seven CAs and eight
hospitals were selected for interviews based on their survey replies. While some
participants have been unresponsive, the consortium has completed interviews with four
of each group.

Interviews were conducted with the following CAs.

National Centre of Radiobiology and Radiation Protection, Bulgaria
Nuclear Safety Authority (ASN), France
Portuguese Environment Agency, Portugal Additionally, interviews were carried out with the following hospital personnel.

Federal Office of Public Health, Switzerland

e Eeva Boman, Head of Radiotherapy Physics who provides medical physics input to
all event analyses and feedback to staff and managers via annual reports, Tampere
University Hospital, Tampere, Finland

e Esther Angulo Pain, medical physicist responsible for patient safety strategy in
Andalusia, Hospital Universitario Puerta del Mar, Cadiz, Spain

e Nadja Rystedt, Head of the Radiation Physics Department, University Hospital of
Umea, Umea, Sweden

e Margaret Moore, Head of Radiotherapy Physics, University Hospital Galway, Ireland

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Expert Interviews

Competent authorities

« Transposition of BSSD -> boost in reporting

No concrete evidence of underreporting

Initiate inspections based on reporting

Main role should be dissemination of knowledge

There should be legal protection for reporters

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Expert Interviews

Hospitals

« Non-significant events outnumber significant

Harmonisation of criteria for significant events is critical

Most use anonymised approach for reporting

Systems used are focused on reporting (not learning)

EU wide communication would be appreciated

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Thank you!

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Presentation summary

1. Characteristics of the French reporting and feedback
system

2. Some key figures

What does feedback mean ?

4. Success factors for deploying a reporting and feedback
system

w
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1. Characteristics of the French reporting and feedback system

« Set up in 2007 in the context of a serious
radiotherapy accident, with strong health
ministerial support and the involvement of all

stakeholders

« Initially a joint portal between ANSM! and ASN,
then integration into a single portal for reporting
events covering all health vigilances.

 Procedures defined with stakeholders to
investigate and learn from reported events (ASN,
ANSM, Ministry of health and regional health
agencies, HAS(2), Professional societies, ...)

Ot amevinnon  Portail de sij des évé sanitaires

Signaler un risque pour la santé publique

Agir pour sa santé et celle des autres

DE LA SANTE 2
EEEEEEEEEEEEEEEE

IIIIIIIII

(1) National Agency for the Safety of Medication and Health Products (2) French National Authority for Health MARLIN

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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1. Characteristics of the French reporting and feedback

system : the event reporting circuit r—
Type of event to be _ _ - I
reported Reporting authority i
B mess s —— I
ESR @) SiEnaler un risque poUr la santé publique
- asn_ ar
ESR L.1333-13
And E - Public Health Code
Healtgvperrc])tducts Immediate
notification (2
working days)
Medicines event —
possibility of notifying events via the single vigilance

portal or directly via the ASN teleservice

ESR report to be
submitted within 2
months

See ASN guide n°11 for the notification criteria : cuide n°12 : Déclaration des événements significatifs dans les domaines des installations nucléaires - 09/11/2023 - ASN

(1) ESR =significant radiation protection event : event to be declared to the authorities


https://www.asn.fr/l-asn-reglemente/guides-de-l-asn/guide-n-12-declaration-des-evenements-significatifs-dans-les-domaines-des-installations-nucleaires

2. Some key figures = - - L

o &17 613
(=ala ] 553 564 553
. 53 53% 532
Evolution of the number of annual 00 - z
o geo 421
ESR notified from 2010 to 2023 -
More than 8,000 events reported since oo
2007 in tne medical field
R ® Radictherssy Number of ESRs by activity
S Comm tommnrest category during the 2010-2023
250 . » # Conventional and dental rsdicl °
. - -] iluw.:apy-nuﬁed innttewentiﬁ prectices perIOd
B Erachythermps
200 . = = =
150 . - ) . O Half of reported events concerns patients
. - ] :
e = : . : : % O A quarter of reported events concerns
. . . - . ’ . . * women ignoring their pregnancy
S0 -
. . ' - - . ‘ ’ : : : . . - 0 A steady decline in radiotherapy and an

1]

increase in nuclear medicine and CT since

2010 _
MARLIN,Project Workshop,
This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751 Brussels
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2. Some key figures : communication

Radiotherapy ASN-SFRO Scale

JINII N
CALE RVENTS CAUSES (ONSEQUENCES
(UNPREDICTED, UNEXPECTED) (CTCAEV3.0 GRADE)
Dose (or irradiated volume) much greater than
Death normal resulting in complications or sequelae Death

incompatible with life

*% ACCIDENT Serious life-threatening event, disabling compli- Dose or irradiated volume much greater than the ~ Serious unexpected or unpredictzble acute or
cation or sequela tolerable doses or volumes delayed effect, grade 4
Event resulting in severe alteration of one or more || Dose or irradiated volume greater than the Severe unexpedted or unpredictable acute or
organs or [unctions tolerable doses or volumes delayed effect, grade 3
Event resulting in or likely to result in moderate Dose greater than the recommended doses, or Moderate unexpedted or unpredictable acute or
alteration of an organ or fuction irradiation of a volume that may lead to unexpec- ~  delayed eflect, grade 2, minimal or absence of
ted but moderate complications alteration of quality of life

Lo e Dose or volume error (e.g. dose error or target
T .d‘_nmemc s error in a session not compensable over the No symptom expected
expected clinical consequence 1t 25 2 whole)
Dose error (number of monitor units, filter, etc.)
Event with no consequence for the patient compensated over the treatment as a whole.
Error of identification of a patient treated for the
same pathology (compensable)

* In the case aj’dm.du several
* theminimum Iml is maise h |J'IJL8 number of patients & greater than [ but less than or equal to 10;
* theminimum level 5 is raised ta 7 if the number of patients & greater than 10.
** If the number of patients is greater than 1, a + sign is added to the assigned level (example: 3 become 3+).

*Needed after a severe accident to provide the public with accessible
information and to facilitate the understanding of the severity of an event
*Elaborated in July, 2007 by ASN with SFRO

*Referring to CTCAE scale

‘ Incident notice : = 2 or >1 for a cohort of patients

Number of ESR on ASN-SFRO Scale

1600
1400 1346
1200
1000
50O 692
500
400 303
200
5 1 2 i] 0 1 I
o | I J— J—
0 1 2 3 4 5 B 7 Others
{out of
scale, ...}

No patient scale outside radiotherapy

16 indicent notices (patient
event) published: mainly
interventional radioguided
procedures and nuclear

medicine
MARLIN,Project Workshop,

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751 Brussels



3. What does feedback mean?
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Feedback at the Internal ASN

. . Feedback at the national level and dissemination
clinical facility level feedback

ER
MINISTERE an m 2 r
DU TRAVAIL >
DE LA SANTE . e S o mtnetat ® Agerce Régianale da Santé
ET DES SOLIDARITES
Libersé L
¥ T
HAS i IRSHN
b ) BY SABIOTRGTIERER
HAUTE AUTORITE DE SANTE €7 DE SURETE NUCLEAIRE

4 N O

Exchanges between

authorities and professional
_ societies to build on
Evolution of ASN experience feedback
control
Appropriate _ _ 2 incidents learning committees on imaging
handling of the New inspection and therapy
event by the guidelines .
clinical facility % "
Training Sfro X o sfpm 4]
improvement

\ / \ / CN:d:m (9 CACH @ afppe

S@ERa

-
~— SFMN

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751

ﬂcident notices, case report N
an incident (serious one),
information during inspection

Circular letters sent to all
services

Bulletin « The safety of the
patient », feedbacks sheets

Recommandations from health
authorities or professional
societies

Publication of scientific articles

Participation in congresses or
seminars

Changes in regulation, trainings
iImprovement




3. What does feedback mean ? sulletin « The safety of the patient », feedbacks sheets, circular

letters radiotherapy and others

brachytherapy

PATIENT
SAFETY #

PAVING THE WAY FOR PROGRESS

1 Experience feedback
High-precision vigie-radiotherapie.fr MASTERING MEDICAL DEVICES IN

hypofractionated FLUOROSCOPY-GUIDED INTERVENTIONAL
‘ irradiation - Avoiding a positioning error PRACTICES: A COLLABORATIVE EFFORT
. during kV-kV imaging
partoicaty o n howRage e (AN
by
Nontiing  bone marar,

PATIENT
SAFETY enaniny

PAVING THE WAY FOR PROGRESS October 2023 2 - . <o

Sessdatter or mecksl prolescrals mohed In oy gded e rtcos] racion

| CNPMIM | -::v | E;

3 ‘obique flok 406y (20
sesaions of 2 Gy)

In addition to an MV image on day 0 and then weakly, a daily check of patient
pasitioning s made by kV-kV Imaging (orthogonal Images).

allgnment of (se0.
picture below).
Dty M4 images are approved by 8 radlation oncologlst a least twice 3 woek.
Newslt
e 10 seasl o fongitugnasy
radiott (head to toety.

The eeror waa datacted by a radiogmpher during the 10t sasaion.

Vertication of
Imago (side view (left) and antarior posterior view (rght))

PROSPECTIVE RISK ANALYSIS:

EXAMPLE OF INTERRUPTIONS — . -
IN THE TREATMENT PROCESS asn, gt spml

Experience feedback

March 2020

Choice of dose calibrator preset

of eerors.

>The significant events in brief

Failure 1o verify the dose calirator preset of the syringe preparation endiosure when measwing he acivity 1o
adminisier for SCIMigraphic examinations (bone, cardiac and exploration of the parathyrold glands) with sechnetium
99m, led 10 the overexposure of 10 patients (up 10 1.5 times the prescribed dose).

In another centre, but for the same reason, after e daily dose CADIAIO CONSEaNCy Check, selection of hie wiong
ragionucide for the preparasion of syringes of 18-FOG led 10 the overexpossre of 7 patients (6.5 times the prescribed
©ose). In this case the event was not detected until the 8th syringe was being prepared, when the lack of actvity
e mul-gose container became apparent.

>Analysis of causes and influencing factors

Organisationsl and human Technical factors
Eafibrator and
= | srorucHTon a0t SoRWare,
EXPERIENCE FEEDBACK @ BB N e e
w Apeil 2008
bratorand the
Accidental change in the exposure [y
settings of a mobile radiclogy | <o
device ANALYSIS OF THE CAUSES  of e gose
The combinstion of = particularity in the ﬂ-’sn of the matite N i
rostarting i leads to additionsl axposura in chilaron, Following on | Technical factors [pr andir ofd
from the Bordosux University Hospitsl sovarsl contros hava ® Replicement of the exposare good visual
informed. Othar panmeters  selected by the
5 Lets i rdiogapher by factory-set”
: ' parameters
™ Debdency in the Hemam-Macine
THE EVENT IN BRIEF Imerface hﬂ‘;;zm
A dasimerric study by the medical physics team of the Bardesux Usiversity e T
Hospital in connection with @ recent Irish publication of Local Dose
Reference Levels on infants, revealed the delvery of 2 large member of Human factors
Bigher-thas-erpected duses during radiography emamimations carried out = The radiographers’ habit of sesting S ANPTH
usimg FUJIFILM's FDR Naso mabile radicgraphy device ia paediatric, SETE e
meonatolagy and maternity departments. maving or stowing it wing a main
The retwaspective asalysis of the doses defivered by these devices and mﬂ%“"ﬁ:&“’”:
recarded by the DACS?, showed that the problem concerned 248 children this ackine unllbe ciher Jevices.  P—

beoween 2022 and 025 These doses, representing a few tens of & The raingraphers do i rescheck the
microsieverts, bave no clinical consequences and require no specific emered

monitaring. o m ;; powering m.
They result ). iograpiy kv

and 1575 mAx) whereas the users thought they were using pasdistric .

radiography comstants. Depending an the order in which the mobile -!Thu,m g
imaging device is switched off, switched back on, and the protocal and et Tl
patient’s name are entered, the exposure parameters can change. This is the X-ray tabe alone

becanse setting the main switch to the powered off position (key turned to ® lack  of clarty in  the
OFF) does not switch off the coasole: the console remains o nless =1 e

switched off separately. In this situation the users can select the mame of
the patiet znd choose the correspoading radiological protocel o the o Tng peraledoy e
Eret

consale, which s still powered an, but they cansot use the light beam a regarding  the
centring device and deliver the X-rays. In this case the msers must achsate m:‘_mﬂ"f“

the main switch (key trmed t ON) to pawes o the tube 2nd the beam ® Ambiguity  betwem
centring device. Doing this immediasely chamges the previcwsly selected P ’;’; xw’“&ﬁ
expasure parameters, replacing them with the adult thorax radisgraphy nd i the ik Start G drawn
parmaters, setin the factary. The device dees not send 2 warning meszage up by the mamufacurer at the
o enter a fanlt condition in prevest the taking of  radiograph following recst of the Bomdenus Usiverity
the change in exporure constazts. assnciated pateatial risks

* BACS: Desimery Archiving s Correnication S

.

o
n, x @ | sfpm
B cemam L T | e

,"“ R E A
asn -
.._/

o
HEALTH DEFAREMENT
Moawonge, July 26% 2016
CODEP-DIS- 20060275482
Addressees xtend,

Sublect: ASN scommendstions coscerning the bandling’ of ndiopharmacenticss (MEF) and the
adminiczation of MRP o patients following 1n exgonomis siudy pecformed by IRSN within
22 it siop amslenr medicine sit

‘Deas Six o Madam,

Since Jaly 2007, when the syztem for nodfiestion of sigmiicant radistion protection eremrs was put into
Flase, ASN has sepisreced abou 600 mmmﬁedb;mnknmdmudmm OF thess, 50%
coacers patieats, These eveats, Sy
in the actmity or the peciipey o patisss.

Ina cisealar of ZZud May 20132, L informed yom of fhe lessons leamed fom feedoack fram the ESR of
which ASN w23 notified coneeming cermin MRF kanding errars
ASN is ll cegulacly notfied of similar eveats, a1 2 rate of abous £fty per year and cermin deparments
sse fuced with the recnerence of MAF administrytion ezmor3 derpite the comective menzes nken
Following the assessmests dhey camied ous.

I amdex to uaderstand tae seasoas for this recuctense of evests, even Shoogh there ere 0o cimienl
:wm:hthpﬂum‘udmhknfwuu fmmmmum,

T soplenons sod rumen Gt sgpronch o ey comis n e sad inglement e
0 2 positive sostzimtoa 1 sty by profssiouals and growps. It allows a cleaser.
mamm,mmmm it possible to infinemee the design of

F Chmiar CODET-TIS- 2013002600 commmning ASH socpeememmassions. seginsang e o prostioes o peients

5 Lessons Iesred From eveess mofed 10 the French mucless Safey Auharty dhring 20073013 in the el fskd
Rdmion prsacion Dosmetey (3014 6167
1

Circular letters concerning

the handling of

radiopharmaceuticals and the

administration of MRP to
patients following an

ergonomic study performed

by IRSN within an in vivo
nuclear medicine unit

http://www.french-nuclear-safety.fr/Infofmation/Publications/Publications-for-the-professionals
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3. What does feedback mean?

societies

Recommandations from health authorities or professional

le 13 juin 2016

Recommandations
relatives 4 Ia ion 4 Putilisation des disp
émetteurs de rayonnements ionisants

Domaine d’apptication :
Dispositifs médieaus émettewrs de rayonnements ionisants, équipements urilisés en imagerie
médicale notamment pour la radiologie conventionnelle, la seanographie, la radiologie
b Timagerie i i et actes radioguidé

Contexte
s & oprotection déclacés i IASN concernant des patienrs dans le domaine médical mettent en évidence
que X e o et humaine. Des insuffisanees dans la
tlne: de Fequston des ., ont p comme Pan des

: médi ars de
le SNITEM et I pare

que e

eonerers (fonctonnalités, réginges, uelisation ) dum

nalisé de fagon genérigue dans ce docume: 1 pent également <agir de b
it 1 déclaration ou étaat Grulaire d'wne autorisaton 3 wtlises wa dispositt meédical

Recommendations for
training users of
medical devices using
ilonizing radiation

HAS

HALTE AUTORITE DE SANTE

AMELIORATION DES PRATIQUES

Améliorer le suivi des patients
en radiologie interventionnelle
et actes radioguidés

Réduire le risque d’effets déterministes

v Improving patient follow-up
in interventional radiology
and radioguided procedures:
reducing the risk of
deterministic effect

Société Francaise
4 Neurochirurgie

B
| de Pratique de Radiologie erventionnelle

" Mccual ctes spécifiques

4 1C) Présaniation Générale GUIDE PRATIQUE DE RADIOLOGIE INTERVENTIONNELLE

Présesialion générale e vous est proosé par 3 Socé B (SFR-FRI) avec pour smoition e
Responsauité en radicloge intervendoenells

Checkst « sécurls du pabiert on raduloge interver | * 10905 24 Guide Prati i radiologues, pary en 2009,
T - décree rexercice el t s i
a0 généraies B exercice el
« étabir un certain nombre de fches dacles spécifiues pour L palhologie concemée

Préconsations pour [organsaion des infrasiuctures
- e sa trventionne] ¢ @PPOTIEr 8ux pratiiens un support original, campist, susceptble o évoluer, de se modifier en fonclion des nouvelies techniques Mérapeutiques
pasets L [ & ces objects 3 imposé le choix fune publication Sectronque, e moditer contenu, aussi souvent
Ce Guide comparle deux parties
o des

Gastion des fscuss en 10 pnts.

Consiiratons mbcoaniss & Mhygiéne en radiologs inferventionnele qui est un probiléme récumrent
& la radioprotection est touours & fordre du jous, qul concsme |s patiant st aussi le radiologue
= 1a gestion des risques est particubbrement détailee
= un chapitre st cansacd aux matéiaue & 1a f pour les (oM
s 1 on ratioiogie st une on
o une 566 e Tiches dactes sphcifiques dont chacune résume e point de vue Clinque, 1a peinence de fa demande du geste. Texpicalion claire ol délailée, des bians dimagerie
a description de ‘contrise: ae 283 nsques.

Sont galement aboraés les comples-rendus &crils, Jeur TANSMISSioN ragige Bl COBRUES CANCENS 1 1S CONSIgNEs dE Sk Ces RADILOES doNent DOSTIONET I8 ratiohgue
comme thérapeute réfé i . 2u méme tire que s3 pré & dans les RCP spéciiguss. Ces documents seront révisés st compistés
raguidrament au f du tamps. C# guids 58 veul avant lout un oufl pratiqus, Didid nofammant & Ia formation de nos jeunss Colgues. pour ampESer atiracivits de Ia radioiogie +

v" Interventional radiology practical
guide published in 2009 by SFR

e . Diplome de Compétence Etendue en

Radiochirurgie et Radiothérapie

LE DES DE NEUROCHIRURGIE

DIPLOMES DE COMPETENCES ETENDUES St ér é Ot axi que s

2° cYCLE
3" CYCLE v P additionnelie profes lie p [ arge par Radiochirurgie et
NEUROCHIRURGIEN o

Dates et lieux des enseignements

COMITE D'ETHIQUE DE LA RECHERCHE ¥
EN NEUROCHIRURGIE

Introduction of an Extended Competence Diploma in Stereotactic
Radiosurgery and Radiotherapy by the French Society of
Neurosurgery



3. What does feedback mean? publications : articles, posters, presentations at

national and international levels

Radiation Protection Dosimetry Advance Access published October 1, 2014

Radizion Prtection Dosimenry (2034 pp 14 o1, 1033/ rpd/ncu2®s

LESSONS LEARNED FROM EV

TS NOTIFIED TO THE FRENCH

International Conference on Radiation Protection in
Medicine - Setting the Scene for the Next Decade,-Déc 2012

NUCLEAR SAFETY AUTHORITY DURIN
IN THE MEDICAL FIELD
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How to improve radiation protection
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4. Success factors for deploying areporting and feedback system

A strong political impulse coordinated by the Ministry of Health

An integrated declaration portal, coordination of authorities for processing
declared events, allocation of resources and support for professionals

Demanding criteria for developing the learning culture and an adapted
response based on the declared events

Regular dissemination of lessons learned in partnership with professionals
societies

A reporting and feedback system following a data management logic

Skills in the field of risk management and in particular approaches regarding
incident learning and in the field of human and organizational factors is to be
acquired at the level of centers, professional societies and authorities

MARLIN
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The Basis
Federal level

« Radiation Protection Act

« Radiation Protection Ordinance
“Strahlenschutzverordnung” (StriSchV)

« Central body at the Federal Office for Radiation Protection
State level (16 States)
« State administration on behalf of the federation

 Regional competent supervisory authorities (n = 46)

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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The Structure

Practitioner State level

Local incident learning system

— Clear dats

-
’/

External experts
e.g. medical bodies

Fed € ral L@M@Lymised data

—_—

_____

Web portal <« — Anonymised data

-
Annual reports 4~

—_—

Federal ministr\A

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Without
Individual

One size
Medicine is a

fits all
Incident (sect.

planned exposure
situation

| Near- _
+ Event in a plgi e N re situation

justification

« that led, could have led or could lead to an unanticipated
exposure

 including hazardous incidents and emergencies

Non-exlusive (sect. 108 StriSchV)

. Medicine particular deemed significa Vague legal Kegi=t
 Report to the competent authority without undue delay

« Summary report to the competent authority within 6 month

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751



Criteria for Significance

Diagnostic
imaging

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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‘ Deterministic
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ose |
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Misidentifcation

person
radioactive

effect

unexpected
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Criteria for Significance

Group of Dose

Interventions persons

Single Diagnostic
person

NMaoaan dncao
Dose .
A on | 20,000 cGy-cm?

— )
N
\

Treatment
“

® Wrong body part

* Misidentified person. = Higher grade
- Deterministic effect A deterministic effect

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751

\ Repeated intervention
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Criteria for Significance
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/\
Dose deviations

>10%

* Reference point
« Target volume
* Risk organs

Radiotherapy

/\
Treatment delay

>1 week

Misidentifcation

Deterministic
effect

* person
* treatment plan

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751

unexpected




MARLIN
Project Workshop, Brussels

Criteria for Significance

Deviation of administered | | >10%

Therapeutic activity
nuclear
medicine
T >15%
Extravasation

—.| >10 mSv (effective)

Contamination || >100 mSv
(equivalent)

Misidentifcation
e person

Deterministic|

effect

* body part
 radioactive
substance

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751
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Workflow (Practitioner’s View)

Unintended
exposure?

Day O 2 weeks 6 months

N Yes

Summary

Significance? gation

report

This project has received funding from the European Commission under Service Contract N°ENER/2022/NUCL/SI2.880751



— Federal Office for

Radiation Protection

Federal Office for Radiation Protection
P.O. Box 10 01 49
38201 Salzgitter, Germany

Phone: +49 30 18333-0
Fax: +49 30 18333-1885
Email: ePost@bfs.de

www.bfs.de

Socialmedia

X -

@strahlenschutz @strahlenschutz@social.bund.

@strahlenschutz_bf

@bfsbun

o}

Contact for questions

S

d

Bundesamt flir
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Context

Belgian National Requlatory body (AFCN/FANC)

Mandatory notification of all significant events* in radiology, nuclear medicine,
interventional radiology and radiotherapy

®* Voluntary notification of events that are of potential interest to other departments

- Anonymized reports (with content of event and set improvement actions) is sent to
all departments (++ for RT)

—> MAY lead to a visit of the department by the FANC/AFCN ases 1 nofMRR S

oo B OGS
‘..v‘ u.’..-(.‘-‘ -

nde

Clearly defined by Rx specialty: https://www.jurion.fanc.fgov.be/jurdb-consult/consultatieLink?wettekstid=27933&publicatield=39795&appLang=fr&wettekstLang=fr



https://www.jurion.fanc.fgov.be/jurdb-consult/consultatieLink?wettekstId=27933&publicatieId=39795&appLang=fr&wettekstLang=fr
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PlanCancer
Kankerplan

Radiotherapy

* 2010 National Cancer Plan financed:
* One FTE quality manager per RT department
* A national platform for incident reporting and learning
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PlanCancer
Kankerplan

Radiotherapy

e 2010 National Cancer plan financed:
* One FTE quality manager per RT department
* A national platform for incident reporting and learning

- Decision to use the PRISMA-RT platform

PRISMT.be

PRISMA-RT
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PRISMA-RT

" PRISMA-RT*= methodology for the retrospective analysis of reported events
developed for RT (MAASTRO)

- Methodology focusing on the identification of causes that lead events

Why?

Root cause

Why?
| ]

Root cause Root cause

*Vuuren, W. van, Shea,C.E., Schaaf, T.W. van der (1997) The Developmenent of an incident analysis tool for the medical field. Eindhoven: Technische Universiteit Eindhoven
Dusncombe, P.Taxonomies and Classification Schemes In Incident Learning Systems Taxonomies : Incident Learning Systems
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PRISMA-RT

" PRISMA-RT*= methodology for the retrospective analysis of reported events
developed for RT (MAASTRO)

- Methodology focusing on the identification of causes that lead event

Eindhoven classification
Why? of root causes

(technical, organizational,
human and patient failures)

Root cause
Why?

Root cause Root cause

*Vuuren, W. van, Shea,C.E., Schaaf, T.W. van der (1997) The Developmenent of an incident analysis tool for the medical field. Eindhoven: Technische Universiteit Eindhoven
Dusncombe, P.Taxonomies and Classification Schemes In Incident Learning Systems Taxonomies : Incident Learning Systems
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PRISMA-RT

" PRISMA-RT*= methodology for the retrospective analysis of reported events
developed for RT (MAASTRO)

- Methodology focusing on the identification of causes that lead event

- Why?
1 ]
‘ Root cause ! Root cause

*Vuuren, W. van, Shea,C.E., Schaaf, T.W. van der (1997) The Developmenent of an incident analysis tool for the medical field. Eindhoven: Technische Universiteit Eindhoven
Dusncombe, P.Taxonomies and Classification Schemes In Incident Learning Systems Taxonomies : Incident Learning Systems

Eindhoven classification
Why? of root causes
(technical, organizational,
human and patient failures)

]

Root cause

Context variables: tags that

gives additional information
on root cause (process

involved, professional
involved...)
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Practical Benefits

* Common analysis methodology used by all RT departments
— Common language to discuss adverse events, issues and projects
— Encouraged collaboration between departments and quality managers (QMs)

<

QMRT.BE

Belgian Quality Managers in Radiotherapy
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Practical Benefits

* Common analysis methodology used by all RT departments
— Common language to discuss adverse events, issues and projects
— Encouraged collaboration between departments and quality managers (QM)

* Analysis methodology that is also used for the mandatory
declarations of events

* Allows for (potential) benchmarking between departments
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PRISMA-RT.BE

PRISMA-RT platform:

« Importation of:
« Date of events
« Root causes classifications
« Context variables

Il Sharing of root cause analyses
of events, not of events
themselves
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Benchmarking

1. Allows for the visualization of a dept’s data versus other depts

100
Number root causes where Period between: 01-01-2023 en 31-12-2023.

90.0

) RT departments

86.0

., Institute_10996 ;

ul[_h IM Lo 1, g J 1 Al w,l al HU i

330

220
1.0
00 |

o
i
=2 ==

ac X it} ic ™ H-EX HEK HRQ HEC HRY HRI HRM HES HET FRF X R

Eindhoven classification
of root causes

(technical, organizational,
human and patient failures)
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Benchmarking

2. Allows for trending analysis on a national basis

Count of id
120.00%
100.00% - - — = - - - - - - -
80.00% classificatie_categorie =
X
60.00% T T: Technical issues
mp P: Patient related factors
mO ) P .
40.00% O: Organizational issues
mH
\ H: Human-related errors
20.00%
0.00%
2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023
jaar .Y

Courtesy of Frederik
Vanhoutte (UZ Gent)
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Benchmarking

2. Allows for trending analysis on a national basis

dlassificatie_categorie .Y

Aantal van id
100%
90% |I || |I II ‘l I|
80%
70%
classificatie_code ~
60% mOoP OP: Procedural issues

50% oM OM: Management factors

20% :SKEX OK: Knowledge transfer issues

30% .O_C O-EX: External organizational issues
20% OC: Cultural issues

10%

0

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023

jaar .Y

X

Courtesy of Frederik
Vanhoutte (UZ Gent)
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Benchmarking

2. Allows for trending analysis on a national basis

- Can facilitate the setup of national quality/safety
improvement projects

PRISMA-RT

de eerste vereniging in de gezondheidszorg

die incidentdata benchmarkt

Root cause

Eindhoven Ny SR
classification PRISMA-RT ...

Sal
n

eeeeeeee

pagl FHnm

https://www.prisma-rt.org/wp-content/uploads/2016/07/PRISMA-RT-de-eerste-vereniging-in-
de-gezondheidszorg-die-incidentdata-benchmarkt-NL.pdf
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Use of PRISMA-RT in Belgium

* 100% of departments (n=26) have been trained in using the methodology
—> Continuous training is required

* 67% of department send in reports (=date of event)
* 30% of departments actively contribute to PRISMA-RT platform

# centers actively contributing analyses
12

10

8

6

4

| I
A

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023
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Use of PRISMA-RT in Belgium

* 100% of departments (n=26) have been trained in using the methodology
—> Continuous training is required

* 67% of department send in reports (=date of event)
* 30% of departments actively contribute to PRISMA-RT platform

% ® [Issues with third party hospital incident
WHY? reporting systems (technical issues, bugs...)
® Absence/no quality managers

# centers actively contributing analyses NO ded|Cated PRISMA'RT benCh Ma I‘k
project/data manager

@

[

N
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Future Prospects

* Dedicated project manager?
* Event level classification and benchmarking

< :
Root cause
(0]

[ ] bbb

Root cause !

* Adding proactive risk analysis at a benchmarking level

Root cause
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Conclusions

* PRISMA-RT methodology has been implemented in all Belgian
RT departments
— Common language and best practice exchange amongst departments

— Facilitated by the existence of dedicated personnel (quality managers) in
RT departments

* Constructive national/multicentric benchmarking requires
dedicated resources

* Potential to further develop the national platform to include
event level information and proactive risk analysis tools
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Thank you

« | & INSTITUT ROI ALBERT Il Q
l C A CANCER ET HEMATOLOGIE MRT.BE
Clinigues universitaires SAINT-LUC
UCkouvain  BRUXELLES Belgian Quality Managers in Radiotherapy

Aude Vaandering Aude.vaandering@saintluc.uclouvain.be
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