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Résume : Le Comité de Retour d’Expérience (CREX) est un dispositif de gestion de la sécurité
des patients en équipe, engageant les professionnels de santé dans la pratique collective de
I’analyse des causes racines des evénements indésirables associés aux soins. Ce dispositif,
développé en France en 2005, est désormais implanté dans la majorité des établissements de
santé frangais. Curieusement, aprés 10 ans de développement dans des milliers d’équipes
médicales, aucun travail scientifique publi¢ ne s’était penché sur leur fonctionnement et leurs
effets sur la sécurité des patients. Mon travail de these a permis d’évaluer le fonctionnement
des CREX, ainsi que leur association aux dimensions de la culture de sécurité des
professionnels de santé. Nous avons montré que les CREX sont appropriés pour fonctionner
dans les diverses spécialités d’un établissement de santé. De plus, ce dispositif permet aux
soignants de réaliser des analyses des causes racines, et de décider collectivement d’actions
visant a corriger les défaillances profondes des organisations. Afin d’étudier les relations entre
la participation a un CREX et les dimensions de la culture de sécurité des soignants, nous avons
effectué une enquéte auprés de 3888 professionnels de santé, en utilisant le questionnaire
Hospital Survey On Patient Safety Culture (HSOPS), dont nous avons précise les propriétes
métrologiques (psychométrie, variabilité des méthodes d’agrégation des scores, méthodes
d’imputation des données manquantes). Nous avons mis en évidence des relations favorables
entre la participation a un CREX et la culture de sécurité des soignants. Les CREX permettent
de favoriser le travail en équipe, la multidisciplinarité, ainsi que de modifier la culture de
I’erreur. Malgré ses limites, notre travail contribue a mieux connaitre les CREX et leur place
dans les dispositifs de gestion de la sécurité des patients. Cette these plaide pour le
développement d’une recherche centrée sur 1I’implication des professionnels de santé dans la
gestion de la sécurité des patients.

Mots-clés : Comité de Retour d’Expérience ; Sécurité du patient ; Analyse des causes racines ;
Culture de securité ; Gestion des risques ; Organisation des services de santé

Abstract: The Experience Feedback Committee (EFC) is a tool designed to involve medical
teams in patient safety management, through root cause analysis of adverse events within the
team. This program was created in 2005, and was implemented in the vast majority of French
hospitals. Despite its wide implementation in thousands of French medical teams, the EFC still
lacks scientific evaluation. To our knowledge, the EFC framework and the association between
EFC and patient safety culture have never been assessed. In this context, our work aimed to
determine whether patient safety culture, as measured by the Hospital Survey On Patient Safety
Culture (HSOPS), differed regarding care provider involvement in EFC activities. Using the
original data from a cross-sectional survey of 3,888 employees at a single university hospital in
France, we analyzed the differences in HSOPS dimension scores according involvement in EFC
activities. We also specified the metrological properties of the transcultural adaptation of the
HSOPS into French (psychometrics properties, variability of scoring strategies and missing data
imputation methods). Our findings suggest that EFC participation may improve patient safety
culture, teamwork and non-blame oriented processes. Despite several limitations, our study
contributes to a better understanding of EFC and its position amongst patient safety systems.
This thesis advocates research developments centered on health care givers involvement in
patient safety management.

Keywords: Experience Feedback Committee; Patient safety; Root cause analysis; Patient
safety culture; Risk management; Health services administration



1. INTRODUCTION

Depuis le début des années 2000 s’est effectuée une véritable prise de conscience de la
communauté médicale et scientifique, quant a la nécessité d’améliorer la sécurité des soins dans
les établissements de santé (BMJ 2000). Aussi de nombreuses initiatives ont été mises en place
par les organismes en charge de la santé, sous I’impulsion notamment de 1’ Alliance mondiale
pour la sécurité des patients, ou encore de I’Agency for Healthcare Research and Quality aux
Etats-Unis (William "Bill" Frist 1999, OMS 2004). Malgré les efforts déployes pour améliorer
la sécurité des patients, une étude publiée en 2016 par une équipe de I’Université John Hopkins
classait les erreurs médicales au 3° rang des causes de déces hospitaliers aux Etats-Unis, devant

les maladies respiratoires ou les accidents vasculaires cérébraux (Makary and Daniel 2016).

En France, les enquétes nationales sur les événements indésirables graves associés aux soins
(ENEIS) ne montrent aucune amélioration des densités d’incidences de ces événements entre
2004 et 2009 (Michel, Quenon et al. 2007, Michel, Minodier et al. 2010). Un des principaux
axes de bataille pour la sécurité des soins se situe au niveau des services de santé, dans les
équipes médicales (Darzi 2009, Pronovost and Marsteller 2011). En effet, de nombreux
obstacles sont liés a la sociologie des organisations de soins et il apparait essentiel que les
professionnels de santé partagent un ensemble de valeurs communes placant la sécurité de leurs
patients au centre de leurs pratiques (Flin, Burns et al. 2006, Zohar, Livne et al. 2007). Ces
valeurs, qui influencent les comportements et les attitudes des cliniciens et des équipes
soignantes en fixant des régles et reperes communs, doivent étre orientées vers un méme
objectif d’amélioration de la sécurité des patients. Cet ensemble de valeurs fonde le concept de
culture de sécurité des patients, dont la promotion a été placée par I’Organisation Mondiale
pour la Santé au 3° rang des 20 objectifs prioritaires pour la recherche en santé des pays

développés (Bates, Larizgoitia et al. 2009).



Deés lors, diverses initiatives visant a développer cette culture chez les professionnels de santé
ont vu le jour. C’est notamment le cas des TeamSTEPPS (Ward, Zhu et al. 2015, Duclos, Peix
et al. 2016) et des Comprehensive Unit-based Safety Program (CUSP) aux Etats-Unis (Weaver,
Lofthus et al. 2015), qui sont des dispositifs situés au niveau des équipes médicales, dont
I’objectif est d’améliorer le travail en équipe, la communication, le leadership, les
comportements des équipes faces aux évenements indésirables associés aux soins (EIAS). Un
programme similaire, intitulé Comité de Retour d’Expérience (CREX), a été créé¢ en France en
2005, avec I’idée d’engager les professionnels de terrain dans la gestion de la sécurité des soins
(Francois, Sellier et al. 2013). Cette méthode, inspirée de I’aviation civile, permet aux équipes
médicales d’analyser collectivement les EIAS auxquels ils sont confrontés en routine, et de
mettre en place des actions visant a corriger les défaillances de leur organisation. Fondés sur le
retour d’expérience et 1’analyse des causes racines, les CREX ont connu un important
déploiement sous I’impulsion de la Haute Autorité de Santé (HAS), et sont désormais présents
dans la grande majorité des établissements de santé francais. Toutefois, les CREX n’ont fait
I’objet que de peu d’évaluation scientifique. Fort de ce constat, le projet ACREX (Apport des
CREX) a été retenu et financé par la Direction Générale de I’Offre de Soins (DGOS), dans le
cadre de I’appel d’offre national PREPS (Programme de Recherche sur la Performance du
Systéme de Soins). Ce projet visait a étudier I’association entre la participation a CREX et la
culture de sécurité, au travers d’une enquéte menée aupres de 1’ensemble des professionnels de

santé du Centre Hospitalier Universitaire de Grenoble.

La présente thése d’université s’appuie sur les données de ce projet de recherche ACREX, et a
pour objectif principal d’explorer la relation entre la participation a un CREX et les différentes
dimensions de la culture de sécurité du patient. Afin d’évaluer cette relation, notre stratégie de

recherche s’est articulée autour de deux principaux axes de travail, que sont I’étude du



fonctionnement des CREX implantés au CHU de Grenoble, et une enquéte de culture de

sécurité réalisée aupres des professionnels de santé de 1’établissement.

Dans un premier chapitre seront présentés le concept de CREX ainsi que les résultats de 1’étude
du fonctionnement des CREX. Dans un second chapitre seront présentés les travaux relatifs aux
propriétés du questionnaire servant a mesurer la culture de sécurité. Enfin, le troisieme chapitre
présentera les résultats concernant 1’association entre la participation a un CREX et les

dimensions de la culture de sécurité.



2. CHAPITRE 1| : Etude du fonctionnement des Comités de Retour
d’Expérience

2.1. Introduction : I’origine des CREX

Un comité de retour d’expérience est une méthode de gestion de la sécurité des soins destinée
a une équipe médicale. Le CREX est un comité pluri professionnel qui prend en charge les
signalements des EIAS survenus dans le service. Le CREX étudie les événements, definit des
priorités, organise 1’analyse méthodique des événements et propose des actions visant a

améliorer la sécurité des soins.

Cette méthode a été adaptée aux structures de soins a partir des systémes de sécurité de
I’aviation civile. Cette transposition a été réalisée par la société Air France consulting, dans le
cadre des interventions de la Mission nationale d’expertise et d’audits hospitaliers (Meah)
(MeaH 2008). Le projet a été expérimenté entre 2005 et 2007 dans trois services de
radiothérapie (Woynar, Debouck et al. 2007, Lartigau, Coche-Dequeant et al. 2008). Cette
expérience a été un succes qui a conduit a généraliser les CREX dans tous les services de
radiothérapie et a envisager des mécanismes de mutualisation des problemes et des solutions
rapportées par les différentes équipes (Lartigau, Vitoux et al. 2009, Debouck, Petit et al. 2010).
Dans un rapport de 2011, I’Institut de radioprotection et de sireté nucléaire (IRSN) soulignait
I’importance des CREX dans les progres constatés dans le domaine de la sécurité en
radiothérapie (Thellier 2011). Dans le méme temps, la Meah, a proposé d’étendre I’implantation
dans d’autres services médicaux ou médicotechniques (MeaH 2008). Dés 2007, un consultant
de la société Air France consulting, mandaté par la Meah, a conduit la mise en place de CREX
dans quatre services du CHU de Grenoble : pharmacie, réanimation médicale, maladie
infectieuses et cardiologie (Francois, Sellier et al. 2013). Devant le succes de cette implantation,
les professionnels ayant adhéré aux CREX et les groupes s’étant pérennisés au-dela de

I’intervention de la Meah, le dispositif a été proposé a d’autres services de 1’établissement. En



2014, on dénombrait 20 CREX, dans diverses spécialités comme la cardiologie, la psychiatrie,
la chirurgie digestive ou encore la pédiatrie. Depuis 2010, la Haute Autorité de Santé promeut
I’implantation des CREX dans tous les établissements de santé en France, qui est désormais
évalué lors de la procédure de certification des établissements de santé (Bally and Chevalier

2014).

2.2. Fonctionnement du CREX

2.2.1. Lecomité

Le CREX est un groupe de six a 12 professionnels représentant les différents métiers du
service : médecins, cadres de santé, personnels paramedicaux, secrétaires, etc. 1l est coordonné
par un responsable et il désigne en son sein un secrétaire de séance chargé de la prise de notes
et de la rédaction des comptes rendus. Le comité se réunit réegulierement, généralement une fois

par mois, selon un jour et un horaire fixe, afin que ’activité s’intégre dans la routine du service.

2.2.2. Les réunions du comité
Les réunions durent entre une heure et une heure et demie et sont standardisées selon le

déroulement suivant :

1) examen des signalements du mois : les signalements d’EIAS ou d’événements porteurs de

risques recgus dans le mois précédent la réunion, sont énoncés et examinés briévement ;

2) choix d’un événement a traiter : le groupe doit choisir parmi les événements examingés, celui
qui sera analysé en profondeur. Ce choix s’appuie implicitement sur les critéres de criticité, qui
est le produit de la fréquence par la gravité de I’événement. Ce choix s’effectue par consensus

du groupe, ou par un vote simple ou pondéré ;

3) désignation du « pilote » de I’analyse : le comité désigne la personne chargée d’investiguer
I’événement choisi et d’élaborer des propositions d’action. Ce pilote doit utiliser la méthode

Orion, méthode d’analyse systémique des événements indésirables, développée lors de la
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création des CREX par Air France consulting. Il est préférable que le pilote ne soit pas impliqué

directement dans I’événement a analyser.

4) Ecoute du rapport d’analyse du mois précédent : le pilote désigné lors de la précédente
réunion pour investiguer 1’événement prioritaire fait le rapport de son analyse et propose des

actions d’amélioration ;

5) élaboration d’un plan d’actions : apres débat, le comité choisit et planifie la ou les actions a
mettre en ceuvre, ¢’est-a-dire inscrire chaque action dans un calendrier, fixer les objectifs,

désigner un responsable, assurer un suivi et prévoir I’évaluation des effets ;

6) suivi des actions en cours : le comité parcourt la liste des actions qui ont été planifiées lors
des CREXs antérieurs et s’informe de 1’état d’avancement de chaque action et des éventuelles
difficultés rencontrées. Une action est supprimée de la liste dés lors qu’elle est considérée

comme terminée.

2.2.3. Analyse des causes racines des EIAS : méthode Orion

Depuis le début des années 2000, 1’analyse des causes racines s’est imposée comme la
méthodologie de référence pour investiguer les EIAS et tenter de les prévenir. Basée sur
I’approche systémique du modele de James Reason, 1’analyse des causes racines vise a détecter
les facteurs organisationnels complexes favorisant les erreurs humaines, considérant celle-ci
comme des conséquences plutdt que des causes (Reason 2000). La méthode d’analyse des
causes racines la plus célebre est la méthode ALARM développée en 1999 par un groupe de
recherche de 1I’Imperial College of London (Vincent, Taylor-Adams et al. 2000). Lors de la
création des CREX, la société Air France consulting a développé une méthode d’analyse des
causes racines, proche de la méthode ALARM, intitulée méthode Orion, qui impose de procéder

par étapes (Debouck, Rieger et al. 2012) :
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1)

2)

3)

4)

5)

6)

collecter les données. Le pilote doit rassembler les informations sur 1’événement, son
contexte de survenue et la fagon dont il a été géré. Ces informations sont recherchées dans
des documents (dossier médical, dossier de soins, formulaires, etc.) et auprés des acteurs et
témoins de I’événement. Le pilote peut procéder par entretiens individuels ou provoquer une
réunion de « débriefing » dont le compte-rendu doit étre validé par les participants ;

décrire la chronologie de I’événement. Le pilote doit recenser et trier les faits pour les
ordonner dans le temps et reconstituer le « film » de 1I’événement (avant, pendant, apres). A
partir de cette chronologie, il faut repérer les défaillances, les actions inappropries, les écarts
par rapports a des standards ;

identifier les causes des erreurs. Une cause est ici un ¢lément du contexte de ’action qui a
favorisé la survenue de I’erreur. Il s’agit de comprendre pourquoi s’est produit 1’écart en
explorant systématiquement différents domaines : I’organisation, les conditions de travail,
le fonctionnement de 1’équipe, les comportements individuels, les procédures, le patient, la
politique de I’équipe ;

identifier les facteurs d’influence. Plus on s’¢loigne de I’événement, plus la relation entre
causes et effet devient incertaine. On recherche alors les facteurs d’influence qui sont les
fragilités du systeme qui ont contribué aux causes de 1’événement. Ces facteurs sont
recherchés dans les méme domaines que les causes ;

proposer des actions correctives. Le pilote de 1’analyse doit élaborer, avec les acteurs
concernés, des actions visant a réduire le risque des défaillances et a mettre en place des
défenses ou barriéres de sécurité. Chaque action doit étre décrite avec une proposition de
I’entité ou la personne la mieux placée pour la mettre en ceuvre et une estimation de la
faisabilité ;

rédiger le rapport d’analyse. Les résultats de I’investigation et les propositions sont

rapportées dans un document dont le format standardiseé correspond aux étapes de I’analyse.
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2.3. Evaluation des CREX

Comme évoqué precédemment, les CREXs ont éte initialement developpés et mis en place dans
des services de radiothérapie, puis diffuses dans de nombreux hoépitaux et dans de nhombreux
services d’autres spécialités médicales et chirurgicales. Quelques travaux ont été publiés,
essentiellement descriptifs, lors de 1’implantation des CREX en radiothérapie, alors que le
déploiement des CREX dans d’autres spécialités n’avait jamais été évalué (Francois, Sellier et
al. 2013). Les questions posées sur le fonctionnement et I’utilité des CREX a conduit notre
équipe a ¢étudier les CREX implantés dans certaines spécialités (services d’urgences,
d’anesthésie réanimation, de pharmacie hospitaliére, et de neuropsychiatrie) (Lecoanet, Sellier
et al. 2013, Caporossi, Brudieu et al. 2014, Boussat, Bougerol et al. 2015). Nous illustrons cette
approche par la présentation de deux articles. Le premier rapporte le fonctionnement d’un
CREX implanté dans un service de psychiatrie, le second rapporte le fonctionnement global des
CREX de notre établissement.

2.3.1. Monographie du CREX de Neuropsychiatrie : article publié — Experience

Feedback Committee : a management tool to improve patient safety in mental
health

Compte-tenu de I’implantation des comités dans diverses spécialités, I’une des questions était
de savoir si les comités étaient adaptés pour traiter les problématiques de sécurité des patients
dépassant le cadre spécifique de la radiothérapie. En effet, si les EIAS sont souvent communs
aux différentes spécialités médicales et chirurgicales, certains problémes de sécurité peuvent
étre spécifiques. C’est notamment le cas pour les services de psychiatrie, qui font face a des
événements liés a des problemes comportementaux comme les violences, les fugues ou les

tentatives de suicides (Nath and Marcus 2006).

Obijectif : L’objectif de cette étude était d’analyser le fonctionnement d’'un CREX implanté dans
un service hospitalier de psychiatrie, mais aussi d’explorer sa contribution aux problématiques

spécifiques rencontrées dans le domaine de la santé mentale.
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Méthode : Nous avons conduit une étude descriptive basée sur tous les documents produits par
le CREX du podle de Neuropsychiatrie du CHU de Grenoble, entre mars 2010 et janvier 2013.
Nous avons analysé tous les signalements d’EIAS, les comptes-rendus des réunions et les
rapports Orion produits par le comité. Les EIAS étaient classés selon une classification
internationale €laborée par un groupe de 1’Alliance Mondiale pour la Sécurité des Patients
(World Alliance For Patient Safety Drafting, Sherman et al. 2009), et les autres documents
étaient analysés a partir de formulaires standardisés incluant les étapes formelles des CREX
établies par la société Air France consulting. Les analyses ont été conduites indépendamment
par deux investigateurs (PF et BB), et les différences de classement étaient discutées jusqu’a

I’obtention d’un consensus.

Résultats : Sur les 38 mois de fonctionnement analysés, 30 réunions ont été organisées,
auxquelles ont participé 22 professionnels de santé représentant les différentes professions du
pole. 475 EIAS ont été examinés en équipe, dont la majorité (92%) était sans conséquence
médicale directe pour les patients. 11 EIAS ont fait ’objet d’une analyse des causes racines
effectuée selon la méthode Orion, conduisant a la décision de 21 actions correctrices, dont 8
s’attaquaient a des problématiques spécifiques de la santé mentale (exemple : formations pour
réagir face aux situations de violence ou encore protocole pour guider la prise en charge des

tentatives des suicide).

Conclusion : Cette étude nous a permis d’établir que le CREX était adapté pour traiter des EIAS
spécifiques aux secteurs de psychiatrie. De plus, nous avons reporté une bonne adhésion des
participants au cours des 3 années de suivi, avec la mise en place de nombreuses actions
d’amélioration de la sécurité des patients. Cependant, nous avons noté une diminution des
rapports d’analyse ainsi qu'une résurgence de certains types EIAS au cours du temps, mettant

en évidence certaines faiblesses de la méthode CREX.
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Abstract

Background: A management tool, called the Experience Feedback Committee, has been applied for patient safety
and successfully used in medical departments, The purpose of this study was to analyse the functioning of an Experi-
ence Feedback Committee in a psychiatric department and to explore its contribution to the particular issues of
patient safety in mental health,

Methods: We conducted a descriptive study based on all the written documents produced by the Experience Feed-
back Committee between March 2010 and January 2013. The study was conducted in Grenoble University Hospital in
France, We analysed all reported incidents, reports of meetings and event analysis reports, Adverse events were classi-
fied according to the Conceptual Framework for the International Classification for Patient Safety.

Results: A total of 30 meetings were attended by 22 professionals including seven physicians and 12 paramedical
practitioners, We identified 475 incidents reported to the Experience Feedback Committee, Most of them (92 %) had
no medical consequence for the patient. Eleven incidents were investigated with an analysis method inspired by civil
aviation security systems, Twenty-one corrective actions were set up, including eight responses to the specific prob-
lems of a mental health unit, such as training to respond to situations of violence or management of suicide attempts,

Conclusions: The Experience Feedback Committee makes it possible to involve mental healthcare professionals
directly in safety management, This tool seems appropriate to manage specific patient safety issues in mental health,

communication

Keywords: Risk management, Mental health, Neuropsychiatry, Quality improvement, Interdisciplinary

Background
Patient safety has become a public health priority in
the past 15 years since the publication of major epide-
miological studies on healthcare-related adverse events
[1-5]. The last Canadian national study estimated that
7.5 adverse events occurred for 100 hospital admissions,
including a high proportion of preventable events and
adverse events leading to death [6].

Even if many adverse events are similar in all medical
units, there are specific patient safety issues in mental
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health. Indeed, neuropsychiatric units face events caused
by behavioural problems such as violence, absconding,
self-harm and suicide attempts [7-11]. Mental health
adverse events result from multiple factors, mixing
human behaviour risks and healthcare organizational
weaknesses. Considering the lack of readily available
information to guide patient safety systems in mental
health, the improvement of management tools is essen-
tial to promote a patient safety culture among healthcare
professionals [11-13].

Since the 1970s, civil aviation has developed operat-
ing experience feedback to improve passenger safety.
Alr transport safety systems require that any incident,
even minor, must be treated by a systemic analysis
within the air crew. Inspired by those security systems,

©2015 Boussat et al. This article is distributed under the terms of the Creative Commaons Attribution 4.0 International License
(http://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and reproduction in any medium,
provided you give appropriate credit to the original author(s) and the source, providea link to the Creative Commons license,

and indicate if changes were made. The Creative Commeons Public Domain Dedication waiver (http://creativecommons.arg/
publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated.
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a specific mechanism, called the Experience Feedback
Committee (EFC), was created in 2005 to analyse adverse
events within a medical team. In France, the method
was adapted to healthcare facilities with the help of Air
France Consulting and was successfully implemented
in an emergency department and a radiotherapy unit
[14-19]. The EFC is a team composed of professionals
representing the diversity of the functions encountered
in the medical unit. The EFC members meet monthly to
examine adverse events reported to their medical unit.
An event requiring a thorough analysis is chosen at each
meeting according to its severity and frequency and cor-
rective actions are suggested based on the results of the
analysis. The main principles of the method are manag-
ing patient safety within a medical team and setting up
corrective actions concerning latent factors that contrib-
uted to the occurrence of events or near-miss events.

The aim of this study was to describe the functioning of
the EFC in a neuropsychiatric department and to discuss
its contribution to the management of patient safety.

Methods

Study design

We conducted a descriptive study based on the written
reports of the neuropsychiatric department EFC from its
beginning in March 2010 until January 2013.

Setting

The study was conducted in a 1347-bed acute-care uni-
versity hospital. The neuropsychiatry department has an
annual patient volume of 4800 stays.

Adverse events and near-misses affecting patients (such
as nosocomial infections, technical complications, negli-
gence, diagnostic mishaps, therapeutic incidents, etc.)
are reported by healthcare professionals, through a vol-
untary internal reporting system, to the hospital’s central
safety unit using a standardized report form. This unit is
composed of a medical doctor, a pharmacist and an engi-
neer specializing in quality management. The reports of
events classified by severity and risk areas are presented
during a weekly meeting involving representatives of the
administration and professionals in charge of specific
risk areas such as the risks associated with drugs (phar-
macovigilance), nosocomial infections (infection vigi-
lance), healthcare materials and devices (medical device
vigilance), transfusion (haemovigilance), etc. The central
safety unit directly investigates the most serious events
and those involving several hospital departments. Other
events are transmitted to the appropriate operator and
to executives of relevant departments. For departments
where an EFC has been implemented, the central safety
unit addresses the reports of events to the EFC leader
every month.
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Neuropsychiatric department EFC

The neuropsychiatric department EFC was set up in
March 2010 and works through a written procedure in
accordance with the method proposed by Air France
Consulting [17, 18, 20]. The Committee is composed
of volunteer representatives of the various professions
within the neuropsychiatric division. A few days before
the committee meeting, the EFC leader receives a file
with event reports concerning the neuropsychiatric divi-
sion. Committee meetings are conducted according to a
standardized framework: (1) reading the list of reported
events, (2) choosing a priority event to investigate by
consensus according to the criticality of each incident, (3)
choosing the professional responsible for the investiga-
tion, (4) reviewing the analysis made of the event chosen
the previous month, (5) choosing corrective actions and
(6) monitoring on-going actions. The investigation is car-
ried out during the month following the EFC by a desig-
nated person using a method, called ORION®, developed
from methods of systemic analysis used in civil aviation
and adapted to the healthcare domain by Air France Con-
sulting [14—17]. Previously trained investigators must
follow the main steps of the ORION®@ method to fill out
a standardized report (Additional file 1: Appendix): col-
lecting data and existing recommendations, describing
the chronological facts that occurred before, during and
after the event, describing the failures, looking for causes
of errors and latent factors that could have contributed
to the failures, setting up corrective actions and writ-
ing a report of the analysis. Causes and latent factors are
sought in different areas such as political, organizational,
working conditions, team functioning, procedures, actors
and the patient.

Data collection

All written documents from the EFC of the neuropsychi-
atric division were analysed. The events reported were
classified according to the source of the report, the type
of event and the consequence for the patient using the
International Classification for Patient Safety [21]. Writ-
ten reports from meetings were analysed using a stand-
ardized form that included the theoretical steps of an
EFC meeting and the contents of the ORION® analysis
(as described above). All documents were analysed by
two independent investigators. Differences in rating were
discussed until a consensus was reached.

Statistical analysis

We reported the characteristics of the EFC’s main func-
tioning (meetings and participants), the adverse events
reported and the analysis reports as medians and inter-
quartile ranges (IQR; i.e., 25th and 75th percentiles) for
continuous variables and number and percentages for
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categorical variables. The analysis was performed using R
version 3.0.1.

Results

The committee set up 30 meetings during the study
period. A total of 22 professionals participated in the EFC
(Table 1), including seven physicians, four head nurses,
four auxiliary nurses, three nurses, one secretary, one
physical therapist, one cleaning staff member and one
quality engineer. The median number of attendants was
eight (IQR 6-9) per meeting. A report was written for
each meeting. Priority events were chosen in half of the
meetings, analysis reports were presented and correc-
tive actions were decided in more than one-third of the
meetings (Table 1). The previous corrective actions were
monitored in 19 meetings (63.3 %).

A total of 475 reported incidents were transmitted
to the EFC (Table 2). A median number of 12 incidents
(IQR 7-20) were discussed per meeting. Incidents were
mainly (97.1 %) reported by a professional of the depart-
ment and 93.3 % of them occurred inside the depart-
ment. Reported incidents concerned mainly clinical
administration (29.3 %) (including incidents in patient
identification, patient transfer, admission, discharge),
behaviour (24 %) (concerning patient or staff) and patient
accidents (12 %). The majority of incidents had no clini-
cal consequence for the patient (91.8 %) or the care pro-
cess (70.1 %). In 29 cases (6.1 %), the reported event had
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a mild or moderate consequence for the patient (Table 2).
Among the 20 events involving a mild consequence for
the patient, ten events were related to a patient fall, four
events concerned violence against the staff or another
patient, three events were related to inadequate equip-
ment and three events were suicide attempts. Among
the nine events involving a moderate consequence, eight
falls led to orthopaedic fracture or head trauma, and one
admission error concerned a patient hospitalized in a
corridor.

Fifteen priority incidents were chosen for investigation,
including six incidents related to clinical administration,
four incidents related to behaviour problems, four inci-
dents related to infrastructure and fixtures and one to
the keeping of archives. Four incidents chosen were not
investigated. Among the 11 analyses carried out, nine
reports were written, whereas two reports were only oral
(Table 3). Three reports involved a problem of coordi-
nation with other hospital departments. First, an error
of emergency transfer was reported for a patient hospi-
talized in a corridor who was transported to the inten-
sive care unit for optimal surveillance because of loss of
consciousness. Second, stretchers for an imaging exami-
nation emergency were recurrently unavailable. Third,
organizational problems of the psychiatric consultation
were reported. Three reports analysed adverse events
associated with behavioural disorders: the inability of a
professional to properly manage a patient with a suicide

Table 1 Main functioning characteristics of the Experience Feedback Committee of the neuropsychiatry department

N=22 %
Participants
Physicians 7 318
Head nurses 4 182
Auxiliary nurses 4 182
Nurses 3 136
Secretary 1 45
Quality engineer 1 45
Physical therapist 1 45
Cleaning staff member 1 45
Median number of participations per participant (IQR 25-75) 9 (5-15)
Median number of participants per meeting (IQR 25-75) 8 (6-9)
N=30 %
Meetings
Writing of minutes 30 100.0
Listening to the events reported during the previous month 30 100.0
Choosing a priority event to analyse during the following month i 50.0
Listening to the analysis report from the event chosen the previous month 11 36.7
Deciding corrective actions 1 36.7
Following up the previous corrective actions 19 63.3
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Table 2 Characteristics of the events reported during the
Experience Feedback Committee meetings

Characteristics N=475 %
Incident type
Clinical administration 139 29.3
Behaviour 114 24.0
Patient accidents 57 12.0
Infrastructure/building/fixtures 41 86
Medical device/equipment 30 6.3
Resources/organizational management 30 6.3
Nutrition 20 42
Clinical process/procedure 16 34
Medication/IV fluids 14 29
Documentation 11 23
Healthcare-associated infection 3 06
Blood/blood products 0 0.0
Oxygen/gas/vapour 0 0.0
Degree of Harm
None, without care modification 343 722
None, with care modification 103 2.7
Mild 20 42
Moderate 9 1.9
Severe 0 0.0
Death 0 0.0
Report provider
Staff from the neuropsychiatric departrment 461 97.1
Staff from another department 16 34
Place of the event
In the neuropsychiatric department 443 93.3
In another department 32 6.7

risk in child psychiatry, an attempted suicide by stran-
gulation with a phone cord and finally the investigation
of repeated fugues in adult psychiatry. Three ORION®
analyses were carried out to investigate a technical equip-
ment failure including an ECG machine, the computer
network and a power failure. The last reports concerned
a loss of patient records, a delivery mistake for special
meals and the fall of an elderly patient.

The expertise of the written reports showed that the
ORION®@ method was frequently followed. The chronol-
ogy of the facts and the identification of contributing or
latent factors were described in 80 % of the cases. How-
ever, existing recommendations were only described in
one-half of the cases. Twenty-six corrective actions were
proposed by the professionals who performed the analy-
ses. The committee decided to implement 21 actions.
Written guidelines (# = 11) were the most common type
of action (see box). Other actions included staff training,
improvement of the availability of material resources and
a deeper analysis of an event in the context of a medical
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thesis. For example, the ORION® report related to the
fall of an elderly patient showed several factors contrib-
uting to the event: some factors related to the patient
(inappropriate behaviour of a patient with a depressive
syndrome, decreased alertness and reflexes due to anxio-
lytic treatment) and organizational factors (lack of assess-
ment of the risk for falls at admission, lack of supervision
due to a high level of department activity). The corrective
actions selected were structured around these two main
types of factors. A systematic screening of risk factors for
falling at admission was established. Secondary preven-
tion actions were also decided: pharmaceutical adapta-
tion to reduce iatrogenic events and implementation of
monitoring for high-risk patients by a team composed of
a physiotherapist, an occupational therapist and a move-
ment therapist. Finally, adjustments were made at the
facility level with adjustable-height beds, night lights in
the rooms and more convenient showers.

Box Corrective actions setup

Guideline writing
Inpatient transfer from ED
Patient medical record management
Suicide risk assessment at admission
Management of patient with behaviour problerms
Security guards system
Job profile of secretary
Failing risk assessment at admission
Protocol to prevent failing risk
User manual for ECG advise
Emnergency consultation procedure
Electrical failure procedure
Training
Respond to situations of violence
Management of elderly patients
Respond to suicide attempt
Proper management of medical records
Material resources
Establishment of an isolation room
Change of ECG device
Loan of two ECG device
Implementation of a planning software for inpatient transport
Research
Completion of a medical thesis on inpatient transfers in the hospital

Discussion

This study highlighted that the EFC implemented in
the mental health department functions routinely with
patient safety incidents analysed and corrective actions
set up. The EFC method, which was successfully imple-
mented in medical units, is also relevant to manag-
ing patient safety in mental health. Nath and Marcus
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Table 3 Characteristics of the analysis reports and of the
corrective actions

N=11 %
Analysis reports
Written reports 9 818
Oral reports B 18.2
Description of the data collection method 9 818
Individual interviews 9 81.8
Collective debriefing 1 9.1
Files 5 455
Area visits 6 545
Description of the chronology of facts 9 818
Description of existing recommendations 6 54.5
Error identification 6 545
Identification of contributing or latent factors 10 209
Management 5 455
Organization and procedures 7 63.6
Working environment 6 54.5
Tearmwork 3 273
Technical processes 5 455
Professionals 4 364
Patients 2 18.2
Corrective actions

Proposed actions N=26
Staff Training 4 154
Writing procedures 12 46.1
Organizational changes 4 154
Increasing rmaterial resources 5 19.2

Decided actions N=21
With a professional in charge 14 66.7
From the department 12 57.1
From another department 2 9.5
With a defined deadline 9 429

demonstrated that some patient safety incidents and
contributing factors are specific to mental health [11].
Although the EFC examined events that might have been
found in other medical units, events specific to mental
health were also reported and analysed. For example, sui-
cide attempts and missing person incidents were investi-
gated and the analyses highlighted several organizational
flaws in suicide risk assessment, monitoring patients at
risk and securing the department’s premises. Conse-
quently, actions concerning the security of the building
and the assessment of suicide risk in child psychiatry
(specific staff training to manage patients with violent
behaviour and improved guidelines) were set up.
Considering patient safety incidents in mental health as
a result of a complex set of contributing factors, the EFC
provided a structured framework to analyse them within
the department’s routine [8, 13, 22, 23]. The principle is to
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choose only one event per meeting to perform a thorough
analysis using the ORION® method. As advocated by the
Reason model, this method aims to identify factors related
to the design of the system’s organization or the workplace
environment rather than individual error [24]. The method
implies the main steps of the Association of Litigation and
Risk Management (ALARM) protocol but seems easier
to use for healthcare professionals who are not specialists
in risk management [25]. The essential contribution of an
EFC is to provide a formal framework to correct the latent
failures in the department’s organization.

Over the 3 years studied, the theoretical framework
for conducting an EFC was not always followed. Indeed,
the analysis of events did not always include all the steps
defined in the ORION® method and the search for con-
tributing factors was often superficial. These deviations
can be partly explained by the staff’s lack of time and
availability. Carrying out the investigations to determine
the causes of events as well as writing the report is time-
consuming. Inconsistent monitoring of the corrective
actions previously set up resulted in the resurgence of
certain patient safety incidents that had previously been
investigated, highlighting the importance of monitoring
corrective actions by the EFC. A low level of expertise
in conducting the analyses may also explain these devia-
tions: only professionals involved in the EFC at its begin-
ning were given formal training, and additional training
was not proposed afterwards. Consequently, regular
training seems necessary to ensure the quality of meet-
ings and event analysis.

To function properly, the EFC requires reports of
adverse events experienced by professionals. Several
studies have shown that healthcare professionals, par-
ticularly physicians, agree with the importance of inci-
dent reporting and the concept of learning from errors
[26, 27]. Nevertheless, in practice, many incidents are not
reported [28, 29]. Self-report of patient safety incidents
is hindered by several barriers such as time constraints,
complex forms, fear of punishment, shame as well as
lack of education and feedback [28, 30-33]. In the pre-
sent study, we were not able to estimate the proportion
of unreported incidents. However, the committee had
enough incidents to discuss every month. Mental health-
care professionals are probably informed more easily of
the corrective actions set up and can observe their effects
considering that reported incidents are analysed by pro-
fessionals in the department. Consequently, the existence
of an EFC in a mental health department may improve
incident reporting.

Psychiatric units provide global and coordinated care
for patients through the involvement of many profession-
als. However, Priest and Borella [34] showed a higher risk
of incidents due to the increasing distribution of patient
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care over multiple practitioners. One of the strengths of
the EFC is to gather all categories of professionals work-
ing in the unit and reinforcing interprofessional collabo-
ration and promoting teamwork. This multidisciplinary
approach also contributes to identifying system vulner-
abilities more easily [35].

This study had several limitations. First, the function-
ing of an EFC depends on the professionals involved
and the study was conducted in only one department.
Second, the reporting system based on self-reporting by
healthcare professionals did not provide the proportion
of unreported incidents and did not take into account
the patient’s complaints that were treated by the hospi-
tal’s legal department. Consequently, we were not able to
measure the impact of the EFC on the completeness of
incident reports and more generally on the prevalence of
adverse events. Third, the impact of the EFC on patient
safety was not assessed using clinical outcomes. How-
ever, we assumed that corrective actions against identi-
fied vulnerabilities resulted in an improvement of patient
safety, including an improvement in the patient safety
culture among professionals attending the committee.

Conclusions

The EFC is a tool allowing the direct involvement of men-
tal health professionals to manage patient safety. This
innovative management tool is adapted to the specific
adverse events encountered in mental health. The theo-
retical framework for conducting an EFC was not always
followed, suggesting the need for simplifying the method
for professionals subject to tight time constraints.
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2.3.2. Fonctionnement de I’ensemble des CREX de I’établissement : article soumis -
Experience feedback committees: implementation and functioning in hospital
medical departments.

Dans cet article soumis le 22 décembre 2017, nous avons étudié le fonctionnement des 20

CREX du CHU de Grenoble.

Obijectif : L’objectif de ce travail était d’analyser le fonctionnement global des CREX au sein
d’un établissement de santé, et de rechercher les facteurs associés a leur productivité, définie a

partir du nombre d’actions correctrices décidées par les comités.

Méthode : Nous avons analysé 1’ensemble des documents produits par les CREX du CHU de
Grenoble sur une durée de 12 mois. Les documents étaient analysés de facon indépendante par
deux investigateurs (PF et BB), et classées en reprenant la méthodologie choisie lors de

I’analyse du CREX de Neuropsychiatrie.

Résultats : Sur les 12 mois d’analyse, nous avons identifi¢ 164 réunions, 1707 signalements
d’événements indésirables, 91 analyses Orion, menant a la décision de 206 actions correctrices.
La médiane de la série d’actions correctrices décidées par les comités était de 5 (étendue 0-62).
Les CREX les plus productifs, définis comme ayant décidé au moins 5 actions correctrices par
an, examinaient significativement plus d’événements indésirables (109 versus 45, p<0,001) et
conduisaient significativement plus d’analyses des causes racines (7 rapports Orion versus 1,
p<0,001). Les rapports Orion produits par ces comités identifiaient plus de causes racines, et
les actions correctrices décidées étaient mieux planifiées (pilote désigné, calendrier de mise en

place effective).

Conclusion : Cette étude a donc permis d’avoir une vision d’ensemble du fonctionnement des
CREX de I’établissement, mis en places dans la diversité des spécialités (médicales,
chirurgicales et médicotechniques). Globalement, nous avons mis en évidence une bonne

adhésion des professionnels de sant¢ a la méthode CREX, un nombre important d’EIAS
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analysés et d’actions correctrices décidées. Nous avons toutefois noté le réle important des
leaders médicaux des CREX, ainsi que les difficultés de certains CREX pour mener des
analyses des causes racines des EIAS. En effet, les rapports Orion ne suivaient pas toujours les
étapes nécessaires a 1’identification des causes racines, aboutissant a une recherche souvent
superficielle des facteurs favorisants les EIAS. Nous avons également releveé une relative
inefficacité des CREX pour analyser et corriger les événements indésirables dépassant leurs
périmetres (exemple : ETAS au cours d’un transfert de patients ou défaut de transmissions entre
services). Ces conclusions sont en cohérence avec la littérature, qui émet des critiques quant a
I’efficacité des méthodes d’analyse des causes racines conduites par les professionnels de santé

(Peerally, Carr et al. 2017). Nous discuterons de ces limites dans le chapitre IV de la these.
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Experience feedback committees: implementation and functioning in hospital
medical departments.
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ABSTRACT

Background: The experience feedback committee (EFC) is a tool designed to involve medical teams in patient
safety management, through root cause analysis (RCA) within the team.

Objectives: To investigate the functioning of EFCs in the departments of a single university hospital in France and
to consider their contribution to the management of patient safety.

Methods: Cross-sectional, observational study, based on an analysis of the documents produced by the EFCs for
1 year. Data were collected independently by two investigators in meeting minutes, adverse event reports, and
event analysis reports.

Results: The study included all 20 EFCs operating in the hospital's medical departments. During the study year,
committees held 164 meetings, reviewed 1,707 adverse events, conducted 91 event analyses and decided on 206
corrective actions. The median number of corrective actions adopted by each EFC was five actions (range, 0-62).
A root cause analysis (RCA) was present in 76% of the analysis reports, but these analyses were often incomplete.
There was also a lack of planning corrective actions: an implementation deadline was only defined in 26% of the
actions.

Conclusions: Healthcare professionals adhered to the system-based approach to patient safety, but we observed
difficulties in holding regular meetings and deviations from the theoretical framework. These findings confirm the
difficulties of practicing RCA in the healthcare setting. Nevertheless, EFCs can be vectors of safety culture and
teamwork.

Keywords: Patient Safety; Root Cause Analysis; Risk Management; Safety Culture, Hospital Medicine

INTRODUCTION Thereafter healthcare authorities promoted the
Despite the efforts made in all healthcare systems for method, which was widely implemented in French
nearly 20 years to improve safety, progress remains hospitals in various departments.[9-11] An EFC is a
slow and the results are modest.[1] The main team including a variety of professionals who
obstacles to the development of effective safety represent the diversity of the functions encountered
management systems relate to the sociology of in the medical department. The EFC members
healthcare organisations and the culture of usually meet monthly to examine reported incidents
healthcare professionals.[2] Thus, one of the main that occurred in their department. They choose
challenges for the promotion of patient safety is to priority incidents that need to be analysed and
directly involve health professionals, especially propose corrective actions. The main principles of
doctors and clinical teams, in healthcare safety this method are as follows: patient safety must be
management.[3] Particular attention is paid to the managed within a medical team, the team must focus
ability of healthcare professionals to work as a team, on near-miss events and the corrective actions must
namely their ability to communicate and collaborate. involve latent factors that contributed to the
A wide variety of interventions has been proposed to occurrence of the near-miss event.[8, 12]

improve teamwork and adopt patient safety-oriented In 2007 the first EFCs were implemented by its
operating modes. These interventions include designer in four departments in our hospital. Based
programs inspired by the “crew resource on this experience, the hospital managers wished to
management” developed in civil aviation or the extend the method to other volunteer departments.
programs labeled “TeamSTEPPS”.[4-6] The objective of this study was to investigate the
In France, a specific program, called the Experience functioning of the EFC in the departments of a
Feedback Committee (EFC), has been created to university hospital and to consider its contribution to
involve the staff of a medical department in patient the management of patient safety.

safety management.[7] Originating from civil aviation

security systems, the program is based on root cause METHODS

analysis (RCA) and prevention of adverse events. It Study design

has been adapted to healthcare facilities and was We conducted a cross-sectional, observational study
successfully implemented in radiotherapy units by of EFCs established in the Grenoble University
the company Air France Consulting in 2005.[7, 8] Hospital (France), based on the analysis of
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documents produced by each EFC over 1 year of
activity. The study was approved by the Institutional
research ethics committee of south-eastern France
(IRB 6705).

Setting

The study was conducted in a 1347-bed acute-care
university hospital including 42 clinical and medical-
technical departments.

Adverse and near-miss events are reported to a
central safety unit using a voluntary internal reporting
system based on a standardized reporting form. This
unit is made up of one medical doctor, one
pharmacist and one quality engineer. The events
reported were classified by severity and risk area.
The central safety unit directly investigates the most
serious events and those involving several hospital
departments. Other events are transmitted to the
appropriate operator and to the executives of the
relevant departments. For departments where an
EFC is implemented, the central safety unit
addresses the reports of events to the EFC leader
every month.

Experience Feedback Committee Framework
The functioning of the EFC is defined in local
guidelines in accordance with the framework
proposed by Air France Consulting.[8] The
departments can obtain methodological assistance
from the quality-assurance team.

The Committee is composed of volunteer
representatives of the department's various
professions. A few days before the committee
meeting, the EFC leader receives a file including the
department’s events reports from the central safety
unit. The Committee can also set up a specific
reporting system for the EFC.

The committee meets regularly, usually once a
month, according to a fixed schedule. Meetings last
between 1 and 2 h. Committee meetings are
conducted according to a standardised framework: 1)
reading the list of reported events, 2) choosing a
priority event to investigate, 3) choosing the
professional responsible for the investigation, 4)
reviewing the analysis carried out for the event
chosen the previous month, 5) deciding on corrective
actions and 6) monitoring on-going actions.

The investigation is carried out during the month
following the EFC meeting by a designated person
using the Orion method developed by aviation safety
experts.[8] The main steps of the method are as
follows: collecting data and existing guidelines
describing the chronological facts that occurred
before, during and after the event; describing the
failures; looking for causes of errors and latent
factors that could have contributed to the failures;
setting up corrective actions; and writing a report of
the analysis. Causes and latent factors are found in
different areas such as political, organisational,
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working conditions, team functioning, procedures,
actors and the patient.

Study sample

All EFCs established in the hospital departments
more than 1 year before were eligible. The purpose
of the study was presented to the EFC leaders and
their consent was required for participation in the
study.

Data collection

All written documents produced by the EFC during a
1-year period before the inclusion were analysed.
These documents included meeting minutes, event
reports, event analysis reports, and all documents
related to corrective actions decided by the EFC.
Reported events were classified according to the
source of the report, the type of event and the
consequence for the patient, using the International
Classification for Patient Safety.[13] Written reports
from meetings were analysed using a standardised
form that included the theoretical steps of an EFC
meeting. The event analysis reports were analysed
using a standardised form in accordance with the
Orion method. The corrective actions were classified
by type and planning elements (i.e., designating a
person in charge and setting a deadline for
implementation). No direct or indirect identification of
patients or healthcare professionals was possible in
the data collected. The data were collected
independently by two investigators (PF & BB).
Differences in recording were discussed until a
consensus was reached.

Statistical analysis

EFC baseline characteristics were reported as
numbers and percentages for categorical variables,
and median and interquartile range (IQR, 25" and
750 percentiles) for continuous variables. We
generated another variable to identify the productive
EFCs (the median number of corrective actions per
year was chosen to dichotomize this variable)
Secondarily, we compared the EFC characteristics
across subgroups of EFCs defined by this computed
variable using the chi-square test or Fischer’s exact
test, when appropriate, for categorical variables, and
the Kruskal-Wallis test for continuous variables. P-
values less than 0.05 were considered statistically
significant. Analyses were performed using Stata
14.0 (Stata Corp, College Station, TX, USA).

RESULTS

From 2007 to 2014, EFCs were implemented in 20
departments, including seven medical departments
(gastroenterology, infectious diseases, cardiology,
pediatrics, internal medicine, vascular medicine,
neurology), six medical-technical departments
(nuclear medicine, pharmacy, sterilisation, biology,
radiotherapy), five emergency or intensive care



departments and two surgical departments. Five
EFCs had periods from 6 to 26 months of inactivity.
During the 1-year period studied, the EFCs held 164
meetings (2-12 per EFC). They examined 1,707
reported events, conducted in-depth analysis of 91
events and decided on 206 corrective actions.

EFC meetings and participants.

Meeting minutes were found for 160 (98%) of the

164 committee meetings. These reports mentioned
351 participants including 99 physicians, 48 head
nurses and 76 nurses or other paramedics (Table 1).
The review of the month’s event reports was noted in
almost all meeting minutes. The presentation of an
event analysis report, a list of decided actions and the
follow-up of previous actions were present in 58% of
all meeting minutes.

Table 1: Information included in the meeting minutes of the 20 EFCs (n=160 reports)

All meetings Per EFC

Presence of information n % Median [IQR]
- Review of event reports 158 99 8 [7; 10]
- Choice of an event to investigate 98 61 5 [1; 8]
- Presentation of analysis report 93 58 5 [2; 7]
- List of actions decided 92 58 4 [2; 7]
- Follow-up of previous actions 93 58 5 [2; 8]
Meeting attendees 351 100 15.5 [14; 21]
- Physicians 99 28 4 [3; 6]
- Head nurses 48 14 2 [1; 4]
— Nurses and other paramedics 76 22 3 [1; 6]
- Students 51 15 1 [0;5]

Others (secretary, technicians, etc.) 77 21 2 [0;6]

IQR = Interquartile range

Events reported
Of the 20 EFCs, 11 used event reporting from the

central unit for risk management, six used only the
reports collected in the EFC department and three
used the two sources of reports (Table 2). Most
events occurred in the EFC department (83%) and
were reported by the professionals of the department

Table 2. Characteristics of event reports reviewed by EFCs (n = 1707)

(86%). These events related mainly to medication
issues (21%), organisation of care (20%) or medical
devices (17%). Most of the reported events (91%) did
not have harmful consequences for the patients.
However, three patients died and 11 underwent
severe harm.

All EFCs Per EFC

n % Median [IQR]
Reporting route
Central unit of risk management 1195 67 34 [0; 84]
EFC department 585 33 0 [0; 41]
Individual who reports
EFC department staff 1475 86 50 [31; 106]
Other staff 232 14 3 [0; 11]
Location of occurrence
EFC department 1422 83 49 [31; 103]
Other department 285 17 13 [2; 18]
Topics of event
Medications 365 21 3 [0; 15]
Care organisation 337 20 10 [5; 25]
Medical device and equipment 298 17 8 [1; 10]
Care process and practices 253 15 3 [1; 7]
Patients and relatives 126 7 1 [0; 4]
Environment: premises, hygiene 125 7 3 [0; 6]
Staff 96 5 1 [0; 1]
Patient records 43 3 1 [0; 2]
Other® 64 5 1 [0; 2]
Severity of reported events
Event without harm 1555 91 44 [24; 99]
Minor harm 96 6 3 [1; 7]
Moderated harm 42 2 1 [0; 2]
Severe harm 11 1 0 [0; 0]
Death 3 0 0 [0; 0]

Abbreviation: IQR, interquartile range (i.e., 25" and 75" percentiles)
tTransfusion, nosocomial infections, food, medical gases, bed availability, etc.
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Root cause analysis of events

Among all the events reviewed, 98 events were
selected for in-depth analysis. An analysis report
presented at a committee meeting was produced for
91 event investigations, and 72 of them (79%) were
presented according to the format of the Orion
method (Table 3). The data collection procedures
were specified by only 38% of the reports. The

chronology of the facts was described in 88% of
cases, and the search for the causes was present in
84%. However, this cause analysis was often
incomplete, not exploring all categories of causes.
Ninety-five per cent of the reports included at least
one proposal for corrective action.

Table 3. Characteristics of analysis reports reported to committee (n=91)

All EFCs Per EFC

n % Median [IQR]
Presentation of the analysis report 91 100 5 [1; 7]
Presentation format
Orion format 72 79 5 [3; 6]
Oral 10 11 1 [1; 2]
Oral with visual support 8 9 4 [1;7]
Methods of collecting data 35 38 1 [0; 4]
Individual interviews 32 35 4 [3; 4]
Debriefing 8 9 0 [0; 1]
Patient record 14 15 2 [0; 2]
Site visit 22 24 1 [1; 3]
Search for documents 13 14 1 [0; 1]
Chronology of the facts 80 88 5 [3; 7]
Description of the chronology 75 82 5 [2; 6]
Identifying errors 52 57 3 [1; 5]
Investigation of causes and contributing factors 76 84 6 [3; 6]
Organisation 64 70 5 [3; 6]
Working conditions 51 56 4 [2; 4]
Team functioning 50 55 3 [2; 5]
Policy 49 54 2 [1; 6]
Staff 49 54 3 [2; 5]
Guidelines, procedures 48 53 2 [1; 6]
Patients 30 33 2 [1; 3]
Other 9 10 0 [0; 1]
Proposals for corrective actions 86 95 6 [4;7]

Abbreviation: IQR, interquartile range (i.e., 25" and 75" percentiles)

Corrective actions

The annual number of corrective actions decided by
each EFC ranged from 0 to 62, with a median of 5
(Table 4). The most frequent actions were to change
an organisational point (34%), write or modify a
procedure (30%) or organise staff training (22%). The

majority of actions had a designated person
responsible (77%), who generally worked in the
same department (70%). Only 26% of all corrective
actions included a deadline for implementation.

Table 4. Characteristics of the actions adopted by the Committee (n=206)

All EFCs Per EFC

n % Median [IQR]
Actions adopted by the EFC 206 100 5 [0; 13]
Action type
Organisation improvement 70 34 1 [0; 5]
Write or revise a procedure 61 30 15 [0; 3]
Train staff 45 22 1 [0; 2.5]
Improve a device 16 8 0 [0; 0.5]
Other 13 6 0 [0; Q]
Person in charge of the action:
Member of department 145 70 1 [0; 8]
Other 15 7 0 [0; 1]
Undesignated 46 22 0.5 [0; 3]
Defined deadline 53 26 0 [0; 3.5]

Abbreviation: IQR, interquartile range (i.e., 25" and 75™ percentiles)
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Factors related to the EFC productiveness

The most productive committees, defined as EFCs
that have decided at least 5 actions in the year,
reviewed more events (109 versus 45, p=0.02) and
achieved more investigations (7 analysis reports
versus 1, p<0.001) (Table 5).

The analysis reports more often provided root causes
of the event (p<0.001). The most active committees
more often designated a person in charge of the
corrective action (p<0.001) and their actions more
often had a deadline for implementation (p=0.01).

Table 5: Comparison of characteristics of EFCs according to the number of actions decided in the year (less than 5 versus greater

than or equal to 5).

< 5 actions = 5 actions p

Department specialty; n (%) 0.07
Clinical department 9 (90) 5 (50)
Medical-technical department 1(10) 5 (50)
EFC seniority, median [IQR], y 2[1,; 2] 1[1; 2] 0.08
Number of attendees, median [IQR] 15[9; 19] 20 [14; 22] 0.29
Number of events reported, median [IQR] 45 [33; 60] 109 [76; 142] 0.02
Number of analysis reports, median [IQR] 11[0; 4] 7[6; 8] <0.001
Mode of presentation; n (%)

Orion format 5 (50) 9 (90) 0.07

Other format 5 (50) 1(10)
Search for causes, median [IQR] 0[0; 2] 6[5; 7] <0.001
Designated person in charge of action, median [IQR] 0[0; 1] 8 [5; 18] <0.001
Defined deadline, median [IQR] 0[0; O] 4[0; 6] 0.01
Follow-up of previous actions, median [IQR] 3[0; 7] 6 [2; 8] 0.14

Abbreviation: IQR, interquartile range (i.e., 25" and 75" percentiles); y, year

DISCUSSION

This study shows that nearly half of all medical
departments voluntarily implemented an Experience
Feedback Committee (EFC). Healthcare
professionals adhere to the method that is implanted
in a wide variety of medical departments. Reported
adverse events are analysed and corrective actions
are decided by the committees.

However, this picture is mitigated by the problems
maintaining this activity in the routine of the
healthcare teams. The number of meetings varied
over time and from one department to another; some
even had long periods of inactivity. Healthcare
professionals explained these variations in activity by
the departure of a leader who was not replaced and,
above all, by the lack of time and resources. Indeed,
carrying out investigations to identify the causes of
events, as well as writing analysis reports, takes a lot
of time for professionals who are already very
busy.[14, 15]

The study also shows the sometimes significant
deviations in practices compared to the theoretical
functioning of the EFC. The EFC is based on a
systems approach to patient safety and it provides a
formal method for the root cause analysis (RCA) of
adverse events. The Orion method, based on the
Reason model, is close to the ALARM method and
includes the same steps.[16] Initiated in civil aviation,
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the Orion method was adapted to the field of
healthcare by aviation safety experts. It is simpler
than the ALARM method and, a priori, easier to use
by healthcare professionals not specialised in risk
management. However, the analysis of events did
not always follow all the steps defined by the Orion
method and the search for contributing factors was
often superficial. There was also a lack of planning
the action selected by the committee and a failure to
follow up the corrective actions decided previously.
This weakness found in the practice of RCA in the
field of healthcare is reported by many authors.[14,
17-19] Earlier studies of RCA reports had shown that
this analysis often lacks depth and rigor, or that the
method is rarely adequately applied.[17, 19] Overly
simple or poorly designed action plans are
insufficient to prevent the recurrence of incidents,
and may even generate new risks.[17] In addition,
action plans are often not followed up, and when this
monitoring exists, only part of the actions decided are
effectively implemented.[14, 17]

This lack of rigor in the application of the RCA may
be partly explained by the healthcare professionals’
lack of training.

When interviewing healthcare professionals who
participated in RCA training programs, paradoxical
responses were obtained.[14, 15, 19] On the one
hand, these people express a very positive opinion



on the method, which contributes to improving the
safety of care and induces cultural changes.[14] On
the other hand, the same people express difficulty in
using RCA in practice. In addition to the lack of time
and resources, healthcare professionals brought up
difficulties related to interprofessional relations.[14,
15, 19] Indeed, the RCA interacts with a complex
sociocultural context in which the investigation of a
care-associated adverse event can be
misunderstood.[17, 20] To preserve good
interprofessional relations and avoid hierarchical
tensions, the investigators remain on the surface of
the issue and conceal certain profound sociopolitical
and organisational problems.[17, 18, 20] Respect for
the non-blame dogma, consubstantial with the
systems approach, can lead to underestimating the
human causes of an incident such as the
transgression of rules or negligence.[17]

RCA effectively improves safety in various industries
such as civil aviation. Because of this potential, RCA
has become an important part of all healthcare safety
management programs around the world.[15, 17]
There is, however, no scientific evidence that RCA
improves the safety of care.[15, 21] Studies that
measured the impact of incident reporting systems or
RCA use did not show any effect or only anecdotal
effects.[21, 22] For example, Percarpio et al. studied
139 Veterans Affairs Medical Centers and found an
association between RCA practice and the level of
some safety indicators for  postoperative
complications,[23] but the study design could not
assert that the relationship was causal. RCA’s
limitations are also illustrated by examples of
incidents that occurred after an identical incident was
analysed and an action plan decided within the same
department.[17]

In agreement with the literature, we found that the
practice of RCA in the EFC is imperfect and that it
would be illusory to expect short-term effects on the
incidence of adverse events and patient safety.
However, we hope that the EFCs will have long-term
effects by increasing safety culture and learning by
error. Indeed, the EFC is a particular mode of
implementation of RCA in the field of healthcare that
aims to directly involve members of the staff in the
management of adverse events affecting their
department. A person who reports an incident is
invited to participate in the analysis and solution
development and can then see the implementation of
corrective actions and observe their effects. In this
context, the professionals receive feedback on the
reports, within a short feedback loop. This can help
reduce a traditional barrier of incident reporting that
is related to the opacity of reporting systems and the
lack of feedback to the reporters about actions
decided following such reports.[24] We support the
hypothesis that the direct involvement of healthcare
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professionals in a learning-by-error system can be a
strategy for the acquisition of values and behaviours
that make up the safety culture.[24] In another study,
we analyzed the association between patient safety
culture, as measured by the Hospital Survey on
Patient Safety Culture (HSOPS), and the care
provider involvement in EFC activities.[25] We
showed that EFC participants had a more developed
patient safety culture, with nine of the twelve HSOPS
dimension scores significantly higher than EFC non-
participants.

We also hypothesise that the system-based
approach to manage adverse events within a team is
likely to improve the perception of the collective
dimension of healthcare and thus foster teamwork.
The social and cultural functions of the EFCs can be
compared to those of the mortality and morbidity
conferences when they are used to improve the
quality and safety of care.[26, 27] Mortality and
morbidity conferences oriented towards patient
safety are more often multidisciplinary and use
methods of systemic analysis of adverse events
based on lighter versions of RCA.[26, 28, 29] Like the
EFCs, the mortality and morbidity conferences can
lead to the implementation of improvement action
plans.[28, 29] Their contribution to fostering
teamwork and enhancing the safety culture of
healthcare professionals has been
acknowledged.[26, 27, 30, 31]

The main limitation of this study is that it concerns
only one hospital. It is probably not representative of
the functioning of all EFCs in all French hospitals.
However, this study is exploratory, it is the first one
that analyses the functioning of several EFCs
implanted in different medical specialties. It shows
the difficulties of running a risk management system
on a regular basis and opens up leads for carrying
out broader studies on several hospitals.

We can also discuss the relevance of the criterion
based on the number of actions decided to estimate
the effectiveness of EFCs. This is an intermediate
criterion, indicative of EFC functioning. To evaluate
EFC's ability to improve care safety, it would be
necessary to verify the actual implementation of
these actions and their effect on adverse event
incidence.

Another limitation is related to the retrospective
collection of data, including missing data due to
absent or incomplete reports. However, this lack of
traceability is itself a result confirming how difficult it
is for teams to follow a rigorous method.

In spite of these limitations, this study provides leads
to improve the functioning of EFCs. Although the
method seems simple, its implementation requires
training and it will be necessary to strengthen the
training of healthcare professionals and to offer long-
term methodological support.



Conclusion

The EFC is a way to involve healthcare professionals
in system-based analysis of adverse events
associated with medical care. The study identifies the
limitations of this type of activity, which requires time
for professionals and skills that are not easy to
acquire. But the main barriers to implementing RCA in
healthcare teams are psychological, social and
cultural. However, we observe the approval of
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professionals persisting over time, and we remain
hopeful that RCA will contribute to improving the
safety culture of healthcare professionals.
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3. CHAPITRE Il: Mesure de la culture sécurité

3.1. Introduction

Afin d’évaluer 1’association entre la participation a un CREX et la culture de securité des
professionnels de santé, il était nécessaire de choisir un outil de mesure valide. La culture de
sécurité, telle que définie par la société européenne pour la qualité des soins (European Society
for Quality in Health Care), désigne « un ensemble cohérent et intégré de comportements
individuels et organisationnels, fondés sur des croyances et des valeurs partagées, qui cherche
continuellement a réduire les dommages aux patients, lesquels peuvent étre liés aux soins »
(van Everdingen JJ 2006). 1l s’agit donc d’un ensemble complexe dont la question de la mesure
a fait I’objet de nombreux travaux (Scott, Mannion et al. 2003, Pronovost and Sexton 2005,
Occelli 2010). Plusieurs outils d’évaluation ont été développés, variant dans la
conceptualisation de la culture de sécurité et dans les dimensions de celle-ci, mais la plupart
établissent comme des dimensions incontournables le soutien du management pour la sécurité
des soins, la communication au sein des équipes et entre les services, ou encore la réponse non
punitive a ’erreur (Colla, Bracken et al. 2005). Le questionnaire auto-administré Hospital
Survey on Patient Safety Culture (HSOPS), élaboré et validé aux Etats Unis par ’AHRQ
(AHRQ Rockville 2004), est largement utilisé a travers le monde, notamment en Europe apres
avoir été approuvé par I’European Union Network for Patient Safety, et avoir été traduit dans
de nombreuses langues (AHRQ Rockville 2015). Ce questionnaire HSOPS est largement utilisé
par les équipes de recherche, aussi bien pour analyser les relations entre la culture de sécurité
et les caractéristiques des répondants, que pour évaluer des interventions visant a améliorer la
culture de sécurité (AHRQ Rockville 2014). Chaque année, I’AHRQ publie I’Hospital Survey
on Patient Safety Culture Comparative Database qui sert a mesurer 1’évolution de la culture

sécurité dans des établissements de santé aux Etats-Unis, et a effectuer des comparaisons inter
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établissements (Sorra, Famolaro et al. 2014). En 2014, 653 hdpitaux ont participé a cette

enquéte nationale, et 405 281 professionnels de santé ont été interrogés.

Le questionnaire HSOPS a ¢été initialement développé par I’AHRQ a partir d’une revue de la
littérature, et validé sur un échantillon de 1437professionnels de santé travaillant dans 21
hopitaux des Etats-Unis (AHRQ Rockville 2004). Ce questionnaire comporte 42 items, dont la
réponse est classée selon une échelle de Likert a 5 points, I’accord variant entre les réponses
«pas du tout d’accord» a «tout a fait d’accord », et la fréquence entre «jamais » et
« toujours ». Les 42 items sont ensuite regroupeés selon 12 dimensions : perception globale de
la sécurité ; fréquence du signalement des événements indésirables ; attentes et actions des
supérieurs hiérarchiques pour la sécurité des soins ; organisation apprenante et amelioration
continue ; travail d’équipe dans le service ; liberté d’expression ; retour et communication sur
les erreurs ; réponse non punitive a ’erreur ; ressources humaines ; soutien du management
pour la sécurité des soins ; travail d’équipe entre les services de 1’établissement ; continuité des
soins. A noter que les 42 items sont présentés en 5 sections (« votre service » ; « votre supérieur
hiérarchique immeédiat » ; « communication » ; « fréquence des événements indésirables » ;
« votre établissement de santé »). Ces sections ne rentrent pas dans le calcul des scores
dimensionnels et ne servent que de présentation et mise en page. Le questionnaire comporte
également deux items supplémentaires ne rentrant pas dans le calcul des scores dimensionnels :
un premier item concernant le niveau global de sécurité des soins percu, classé selon 5 modalités
variant de « Excellent » a « Défaillant », et un second concernant le nombre de fiches
d’événements indésirables signalés, classé selon 6 modalités variant entre « Aucune » a « Plus
de 20 fiches ». Enfin, le questionnaire comporte des items servant a recueillir les
caractéristiques sociodémographiques des participants (profession, genre, age, ancienneté), et

une question ouverte destinée a recueillir des commentaires libres.
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L’ AHRQ rapporte une liste de 71 pays ayant utilisé le questionnaire HSOPS, et référence 32
traductions de I’instrument original (AHRQ Rockville 2015). Pour les enquétes de culture de
sécurité effectuées en langue francaise, il existe deux adaptations différentes, toutes deux
référencées comme des versions frangaises sur le site de ’AHRQ (AHRQ Rockville 2014). La
premiere a été effectuée par une équipe de recherche en Belgique, et a été notamment utilisée
pour réaliser des enquétes nationales dans les établissements psychiatriques en Belgique
(Vlayen, Hellings et al. 2012). Cette version (version « Vlayen ») est également utilisée en
Suisse, ou elle a fait ’objet d’une étude de validation externe menée aupres des professionnels
de santé d’un centre hospitalier universitaire (Perneger, Staines et al. 2014). La seconde
traduction de ce questionnaire en langue francaise a été conduite par les équipes du Comité de
coordination de I’évaluation clinique et de la qualité en Aquitaine (CCECQA) (Occelli, Quenon
et al. 2011). Cette version (version « Occelli ») a fait I’objet d’une diffusion en France par la
Haute Autorité de Santé. Elle a recemment été utilisée en Tunisie, dans une enquéte de culture

sécurité aupres des professionnels de santé des blocs opératoire (Mallouli, Tlili et al. 2017).

3.2. Enquéte culture sécurité
L’objectif de cette enquéte était de mesurer les dimensions de la culture de sécurité de
I’ensemble du personnel soignant du CHU de Grenoble, afin d’étudier les relations entre les

CREX et la culture de sécurité des professionnels de santé.

3.2.1. Méthode

Schéma d’étude : il s’agissait d’une enquéte transversale par questionnaire auto-administré

aupres des professionnels des services cliniques et médicotechniques du CHU de Grenoble.

Population : I’enquéte concernait tous les professionnels, (médicaux, paramédicaux, hoteliers,

techniques et administratifs) travaillant au moins 50% du temps, dans les services médicaux du
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CHU, depuis plus de 6 mois, présents au moment de I’enquéte et acceptant de répondre au

questionnaire.

Etaient exclus les agents a temps partiel inférieur a 50%, les agents ayant moins de 6 mois

d’ancienneté¢ dans 1’établissement et les agents absents plus d’un mois au moment de 1’enquéte.

Questionnaire : nous avons utilisé la version « Occelli » du questionnaire HSOPS, reprenant les
42 items de la version originale américaine, a laquelle nous avons ajouté un item interrogeant

les répondants sur leur participation a un CREX (Annexe).

Recueil des données : le recueil a été réalisé entre avril 2013 et septembre 2014. Comme

recommandé par I’AHRQ, une lettre a été diffusée a I’ensemble des personnels éligibles, leur
présentant les objectifs de I’¢tude. Le recueil a été organisé service par service en collaboration
avec le cadre de santé du service. Une assistante de recherche établissait avec le cadre de santé
la liste de tous les agents du service, distribuait les questionnaires et mettait en place une urne
pour le recueil, munie d’une liste d’émargement. Les répondants retournaient le questionnaire
dans 1’'urne scellée et signaient la liste des employés. Afin d’assurer la confidentialité, les
questionnaires étaient anonymes. Plusieurs relances étaient envoyées aux professionnels
n’ayant pas émargés sur la liste afin de maximiser les taux de réponses. L’objectif était

d’atteindre pour chaque service un taux de réponse de 70%.

Conformément aux recommandations de I’AHRQ, les questionnaires étaient exclus lorsque
moins de la moitie des 42 items étaient renseignés, qu’aucune section du questionnaire n’était

complete, ou que I’ensemble des réponses étaient la valeur neutre 3.

Calcul des scores : avant le calcul des scores des 12 dimensions, les réponses aux items ayant

une formulation négative étaient inversées, afin que les plus grands scores correspondent a une
plus forte culture de sécurité. Les scores des 12 dimensions étaient ensuite calculés selon la

méthode recommandée par ’AHRQ, a savoir le pourcentage des réponses positives, définies
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comme les valeurs 4 (« d’accord » ou « la plupart du temps ») et 5 (« tout a fait d’accord » ou
« toujours »). Pour obtenir les scores dimensionnels, la premiére étape était de calculer pour
chaque item, le pourcentage de participants ayant donné une réponse positive sur le nombre
total de participants ayant répondu a I’item. La seconde étape était de calculer la moyenne non
pondérée des pourcentages de réponse positive des items composant chaque dimension,

aboutissant a un score compris entre 0 et 100 pour chacune des 12 dimensions.

3.2.2. Résultats

Sur les 5 064 professionnels de santé €ligibles de 1’établissement auxquels ont été distribués le
questionnaire, 3 978 ont répondu, soit 78,6 % (figure 1). L’application des critéres de validité
a conduit a exclure 90 questionnaires : 64 participants avaient réepondu a moins de 21 items, 58
n’avait pas répondu complétement & au moins une section, et 19 n’avait répondu que des
réponses neutres. Au total, 3 888 questionnaires étaient exploitables pour I’analyse (soit 76,8%

des questionnaires distribués).

5064 questionnaires envoyés
(n=5064)

Non répondants (n=1086)

N

Répondants
(n=3978)

Exclus (n=90)*
- Réponses a moins de la moitié des items (n=64)
- Réponses a moins d’une section compléte (n=58)
- Réponses neutres a I’ensemble des items (n=19)

v

Questionnaires exploitables
(n=3888)

* Un questionnaire pouvait avoir plusieurs critéres d’exclusion

Figure 1. Diagramme de flux des questionnaires
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La majorité des participants étaient des femmes (80%), avaient moins de 45 ans (63%) et

travaillaient au contact direct des patients (88%) (Tableau 1).

Tableau 1. Caractéristiques des répondants

Caractéristiques, n (%)* (n=3,888)
Femme 3,016 (80.6)
Age, année
<35 1,406 (37.5)
35-44 966 (25.7)
45-54 967 (25.8)
> 55 415 (11.1)
Profession
Infirmier 1,386 (36.3)
Aide-soignant 708 (18.6)
Médecin 436 (11.4)
Autre soignant 124 (3.3)
Administratif 331 (8.7)
Technique 378 (9.7)
Autre 450 (11.8)
Pdle hospitalier
Médecine et pédiatrie 1,159 (29.8)
Chirurgie et gynécologie 833 (21.4)
Médicotechnique (pharmacie, bloc 795 (20.4)
opératoire, imagerie, laboratoire)
Réanimation, urgence, and anesthésie 688 (17.7)
Plusieurs secteurs 413 (10.6)
Contact direct avec les patients 3,357 (88.0)
Participation a un CREX 440 (11.3)

* Des réponses étaient manquantes pour le genre (n=147), I’age (n=134), la profession

(n=75), and le contact direct 