A Nationwide System for Adverse Events
Reporting

By Patients and HeathCare Professionnals

Contributing to develop patient safety through
engagement with patients, the public, healthcare
professionals and organisations.
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Challenges and incentives for making safer care a
key component of quality initiatives

- Increasingly complex
pathological processes

- New treatments/procedures

- Emerging AMR threat

- Limited resources

| SAFER CARE
. N ‘

- Strong leadership
- Governance & regulations
- Education & training

- Improved use of information & data
sharing
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The French Nationwide web-based Adverse
events Reporting system

From a hospital-based reporting of health-care-associated
infection to a universal reporting system for AE

https://signalement.social-sante.gouv.fr/psig ihm utilisateurs/index.html#/accueil



https://signalement.social-sante.gouv.fr/psig_ihm_utilisateurs/index.html

The HCAIl web-based EWRS é ..
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The EWRS for HCAI
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Intervenant
SIN (InVS)

B RETOURNER A LACCUEIL

GESTION DES
—  SIGNALEMENTS

CREER UNE FICHE DE
SIGNALEMENT

2 FICHE DE SIGNALEMENT

B RECHERCHER MES
FICHES DE SIGNALEMENT

EXPLOITATION DES
DOMMEES

B RECHERCHE DE
SITUATIONS SIMILAIRES

B RAPFPORT AUTOMATISE

({;ﬁ%} ADMIMISTRATION

Circuit d'alerte
Leciure
Niveau daction
Cloture

FICHE e-SIN
Niveau d'action :

Cldturer la fiche :

Fiche e-SIN n* 18464 | Emise |2 : 18/06/2014 | Modifige le : 241212014

Données de 'établissement
C HR PONTCHAILLOU REMMES - Quest - Bretagne - lle-et-Vilaing (35) - Rennes

REésume : Commentaire InVS :

Journal

Motifs : 3

Mombre de cas a la date du signalement : 2

1er site infectieux : INFECTION ARTERIELLE OU WEINEUSE

1er micro-organisme : Pseudomonas aeruginesa [R carbapeneme au moins une]
1ére spécialité : REANIMATION MEDICALE

[15/05 au 01/08), présence dans les

DOMMEES

ADMINISTRATVES

[SBE] 2 cas dlinfection artérisliveinsuse, -
pulmensire et uringire & pys carba (WVIM3)
en rés médicsle sur une péricds de 15 journs

Données de I'etablissement :




No. Episodes of Colonization/ infection with Carbapenem-R

Enterobacteriaceae, France 2009 — 2015 (N= 2 376)
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épisodes signalés
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Incidence study of SAE
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81 hosp, 251 units, 8259 admissions (Apr-Jun 2009)

On-admission SAE In-hospital SAE
(% admissions) (incidence p.1000 d)
® Preventable W Preventa...

- B

Medicine Surgery Overall Medicine  Surgery Overall
category Medecine Surgery
Procedure 17% 6% 76%
Drug-medication 46% 75% 29%
HCA Infection 42% 19% (41%)

P. Michel & al CCECQA — Rapport Enquete ENEIS - DREES 2011
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Unique portal for reporting any adverse event within all and every field of
regulated vigilances and HCAE

4 Associated with the use of a drug, N ( Healthcare-associated N
product or device

«
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e Medication

4 . . ) ) * Healthcare-associated infection
* Material (instrument, implanted medical device, dressings,

* Serious adverse event (associated with death,

prosthesis...) . e .
+ Blood derived product (transfusion) @ disability, or other public health threat)
* Food additive < & T
e Addictive substance & = oy
Cosmetics - \A we
« Tattoo product o
Other products ... 5 LA s )
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A guide through reporting = N
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Directs the reporter to the alert syste

corresponding to his/her context e
Simple, non-technical questions
Directed to the relevant alert syster o penses queremementestiea: \
web-based reporting via online forn -3
Does not substitute existing tools

Pour démarrer le guidage, cochez la ou les cases correspondant
a votre situation. Si vous avez un doute, cliquez sur I'info-bulle

Questionnaire

ke O 4

\ un produit un autre produit : un acte médical ou un
a usage médical : examen :

f [ Produit cosmétique (D
Q Q O Médi g £
} DI re Ct re po rtl ng Médicament @ B Produt de tatouage O Don de sang ou

3 possible pathways for rep

transfusion de sang
[ Médicament & B dut ) ° @
usage vétérinaire ® P ‘O bie f‘Com., ement [ Don de gamétes, FIV,
ahmenta\reG) P e
= e " insémination artificielle,
Ia a n E Matériel / dispositif ) ) ) s
. 1 Produit ou substance préservation de la fertilité @
médica @ '
psychoactive @

[T Examen dimagerie médicale

EXisti ng on-line system | [0 Produit/substance de la vie exposant & des rayonnements

courante ionisants

1 Don, prélevement, greffe ou
0 DlDTHEﬂFIPlE administration de moelle, de
" A ta déctaration énements signincatifs | cellules, d'organe, de tissus ou
e radioprotection et de matériovigllance en lloth: o >

de lait maternel @

[ Radiothérapie ou
curiethérapie

O Autre soin ou examen @

PRECEDENT SUIVANT
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The online formulary
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The Scope and pathways for reporting and analyses:
Patients-Public and Healthcare Professionals

AE associated with a product / substance
Healthcare associated AE
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e Drug-medications
e Medical devices

e Tests

e Addictive drugs

e Cosmetics, tattoing

¢ Blood products, transfusion m
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@ D Agence Régionale de Santé

Regional Health Agency

—« SAE
N] - Hcal
‘e ® Santé
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Infections & other SAE

9

anses"® Food additives

e Household products, gardening

e Veterinary drug
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e Assisted Medical Reproduction
e Tissue graft
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e Medical Imaging
* Radiation therapy e chiiies
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Monitoring and feedback
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Health Authority

Public Health
Medicines agency - 5
HAS‘ ‘e ® Santé
anS HAUTE AUTORITE DE SANTE ‘9 e pUhllque
| il ot du mécicament ¢
5 e ® France
HC/safety *
& Quality
Infection Prevention
Adverse Drug SAE & HCAI & Control and AMR
Events
OMEDIT
Drug use monitoring \g r SRR
@ D Agence Régionale de Santé -
Regional Health Agenc A two-step process for reportmg,

analysis and feedback on SAE

Centre antipoison
& toxicovigilance

-

agence dela

blomédecine
Biomedicine agency ,,.-—-. [ :
Nuclear medicine 5 ’ a n S e S

Food & environment

Regional subsidiaries of health agencies
providing expertise and support to HCF and ARS




Expected benefits from the extended web-based E’;!
reporting system: Promoting a safety culture

e Incentivize healthcare
professionals to report HCA —AE
e Provides support

¢ Prevents blame (charters for
reporting)

e Enables patients to report their
experience

e Extends the reporting system to
all healthcare settings, incl.
ambulatory care

e Enables hospital management to
Organisa analyse feedback from all HCA-AE ;

tions e Provide support and expertise via
regional QS units



