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Topics to be presented

Introduction

1-Clinical Governance issues

2-Sentinel Events Monitoring System
3-Recommendations for healthcare workers
4-Training and educational programs

5- Safety In the Operating Room
6-Guidelines to communicate adverse events

Conclusions
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Introduction:

International referring documents
Luxembourg declaration on patient safety of 5 April 2005,

Communication of 15 December 2008 from the Commission to the European
Parliament and the Council on patient safety

Resolution of 23 April 2009 on the proposal for a Council recommendation on
patient safety,

Council recommendation of 9 June 2009 on patient safety,

Eurobarometer survey (No 327) on ‘Patient Safety and Quality of Healthcare’,
published in April 2010,
Report of the World Health Organisation (WHO) entitled ‘Core components for
infection prevention and control programmes’,

Directive 2011/24/EU of the European Parliament and of the Council of 9
March 2011 on the application of patients’ rights in cross-border healthcare,

Report of 13 November 2012 from the Commission to the Council on the basis
of Member States' reports on the implementation of the Council ,
Recommendation (2009/C 151/01) on patient safety
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Introduction:

2013/2022(INI) - 22/10/2013 The European Parliament adopted a
resolution on the report from the Commission to the Council
regarding the implementation of the Council Recommendation
(2009/C 151/01) on patient safety, including the prevention and
control of healthcare associated infections.

In its resolution, Parliament recommended that issue of patient safety,
and in particular the prevention and control of HAIs, should be
given a place near the top of the political agenda in the EU, both
ielt n?tional level in the Member States and at regional and local
evel.
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1- Clinical Governance issues

Patient safety and Risk management
Protocols and Clinical Guidelines
Stakeholder involvement
Professional integration also across different disciplines
Complaints

Communication

Audit and Feedback

Evidence based medicine

Evidence based health care
Continuing Education and training
Medical, legal and insurance aspects
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1- Clinical Governance issues

Use of clinical guidelines

Clinical Leadership
Clinical Audit

Performance Management
Research and

Patient and staff involvement P&velopment

Clinical Risk Patient Safety

Management Complaints Management
Evidence based practice _
Reflective
Continuing Professional Practice Service improvement

Development
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2- Sentinel Events Monitoring System

Sentinel Event
Adverse Event
Near misses

Sentinel Event
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2- Sentinel Events Monitoring System

Sentinel Event definition
unexpected adverse event, potentially avoidable that
leads or may lead to death or serious
physical/psychological injury
and needs immediate investigation to analyse all
contributing and causing factors and identification of the
strategies that the organization intends to implement in
order to reduce the risk of similar events
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2- Sentinel Events Monitoring System

The Ministry of Health developed an alert system
for clinical and care conditions at a higher risk of
error, with the objective to warn healthcare
workers of certain potentially dangerous

procedures,

to provide effective tools to reduce the risks and
promote healthcare worker responsibility in order
to favour the system changes.

10
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2- Sentinel Events Monitoring System

How It works

The adverse events, processed in anonymous and
confidential way, are forwarded to the National
Health Information System throught a specific
flow called Information System Monitoring Errors
(SIMES) web based.

— The Ministry of Health has a National
Observatory about sentinel events at Department
of Quality

Public hospital

11
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2- Sentinel Events Monitoring System

Analize a Sentinel Event happened In Italy in
2011

Due to a 10 fold anticancer drug therapy a
young woman died

12
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2- Sentinel Events Monitoring System

SIMES - Organizations involved in the process

EN - K —

Organizations involved in this process are:

Ministry of Health
=== Regions and Autonomous Provinces

*Hospitals and Health facilities

Validation is an evaluation process about data by Local Level, Regions
and Ministry of Health

13
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2- Sentinel Events Monitoring System

Sentinel Events Monitoring Protocol is used until september 2005 in an
experimental way, while from December 2009 it is defined by a
Ministerial Decree.

Two forms:

FORM A:
Health facility
Referent
Type of Sentinel Event
Patient Data
Outcome

FORM B
Description
Analizing Method
Reasons and causes List
Risk Reductin Actions

14
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2- Monitoring Sentinel Events System

Ministerial Decree 11 Dec 2009 — Information System Monitoring
Errors (SIMES) Establishment

Clinical risk manager, where available, or a person identified by
hospital management, fills out Form A, sends it to region, at the
time of the event or to the knowledge of It;

Clinical risk manager, fills out Form B, sends it to the Ministry
within 45 calendar days from the validation (these are the same
times adopted in other Countries)

15
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2- Monitoring Sentinel Events System

Sentinel Events List

1. Procedure performed on wrong patient
2. Procedure performed on wrong body part (side, organ or part)
3. Wrong procedure performed on correct patient

4. Retention of instruments or other foreign object during
surgery requiring another or successive surgery or procedure
performed to rectify error

5. Transfusion reaction consequent to ABO incompatibility

6. Death, coma or severe functional alterations derived from
error in pharmacological therapy

7. Maternal death or illness correlated to labour and/or
childbirth

8. Death or permanent disability in healthy newborn weighing >
2500 grams not correlated to a congenital illness "
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2- Monitoring Sentinel Events System

Sentinel Events List

9. Death or severe injury due to patient fall

10. Patient suicide or attempted suicide in a hospital
11. Violence to hospitalized patient

12. Violence against healthcare professionals

13. Death or severe harm due to a malfunction of the
transport system (intrahospital, extrahospital)

14. Death or severe injury due to an incorrect attribution of
a triage code by the Central Operative unit 118 and/or in
the Emergency Ward/ First Aid

15. Unexpected Death and/or Severe Harm Consequent to
a Surgical Procedure

16. Every other adverse event that causes death or severe
injury 17
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2- Monitoring Sentinel Events System

1918 reports collected and valid.

The most frequently signalled Death or severe
Injury due to patient falls: 24,56%.

Mortality rate: 35,6%.

— In a percentage of 39,26%, Sentinel Events

happened inside patient rooms
18,72% In the operating room.

18



Death or severe injury due to patient fall 471 24.6%
Patient suicide or attempt suicide in Hospital 295 15.38%
Any other AD that causes Death or severe injury 275 14.34%
Acts of violence on heath care waorkers 165 8.6%
Retention of instruments requiring another procedure 159 8.29%
Unexpected death or severe harm consequent to a surgical procedure 135 7.04%
Death or disability in healty newborn weighing>2500gr 82 4.28%
Death or harm due to pharmacological terapy error 79 4.12%
Transfusion reaction due to ABO incompatibility 72 3.75%
Maternal death or illness due to labour 55 2.87%
Wrong procedure performed on right patient 32 1.67%
Death or severe injury due to wrong attribuiton of Triage Code 27 1.41%
Procedure performed on wrong body part (side, organ) 26 1.36%
Procedure performed on wrong patient 16 0.83%
Death or severe injury due to transport system (intra/extra hospital) 15 0.78%
Violent act to hospitalized patient 14 0.73%
total 1918 | 100%
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Previous Report

sentinel Event . %0
Patient smcide or attempted smcide in a hospital 166 | 19,0%
Death or sewvere wjury due to patient fall 147 16,8%
Ewery other adverse event that causes death or severe mjury 134 || 15,4%
Fetention of instrmn_ents ot other foreign object durmg surgety _requiring another or 2 | 270
successtve surgery of procedure performed to rectify error ’
Unexpected Death andfor Severe Harm Consequent to a Surgical Procedure Th | BT
Dreath or permanent disahility in healthy new_hnr:t_l weighing > 2500 grams not correlated 53 6.0%%
to a congeratal 1llness j
Acts of wolence sustaned by healthcare workers 48 5. 5%
Transfusion reaction consequent to ABD compatibility 44 1 5,0%
Death, coma or severe functional alterations derrved from error in pharmacological therapy || 35 || 4.0%
Mlaternal death or dlhess correlated to labour andfor childbath 31 3.6%%
Wrong procedure performed on correct patient 17 || 2,0%
Dreath or sewvere harm consequent to amalfunn:t_inn of the transport system (ntrahospital 16l 150
extrahozpital) j
Procedure performed on wrong patient 11 1,3%
Death or severe inj_mj.r dL_lE to an inn::l:nnfec:t attribution of a tnage c_:u:ude hj.r the Central 9 1054
Ciperattve vt 118 andfor i the Emergency Ward! First Aad i
Procedure performed on wrong body part (side, organ or patt) 3 0,9%%a
Violent acts to hospitalized patient 3 0,3%a
Total 873 100%
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2- Monitoring Sentinel Events System

Learning from error

:> Identification, evaluation of current and
possible risks and management

Monitoring

Put into practice safety solutions

Enhancing patient safety
‘ Improving knowledge on safety culture
among health professionals

21
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Protocol Data collection and
analysis

Sentinel Events

onitoring and

. Solutions
valuation

22
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3-Recommendations for healthcare workers

Ministry of Health in collaboration with experts from
Regions drafted and diffused the
“Recommendations” in order to offer healthcare
workers information about dangerous conditions
causing severe or fatal conseguences to patients.

These recommendations increase knowledge about
dangerous events and show actions to prevent
N sentinel events.

MoH recommendations in many cases, follow
sentinel events.

23
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3-Recommendations for healthcare workers
Ministry of Health pubished 15 Recommandations:

m Death or severe injury due to wrong attribution of code in the Emergency Unit
Preventing errors in anticancer drug therapy
Preventing patient fall in health facilities

B Preventing therapy errors using drugs “Look-alike/sound-alike”

m Death or severe injury due to a malfunction about transport system iside or
outside hospital

®m Recommendation for the prevention of bisphosphonate associated
osteonecrosis of the jaw/ mandibular bone

®m Recommendation for the prevention of adverse events consequent to the
malfunction of medical devices and electromedical instruments

B Recommendation to prevent acts of violence to healthcare workers

®m Recommendation for the prevention of death, coma or severe bodily harmas
originating from an error in pharmacological therapy
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3-Recommendations for healthcare workers

m Recommendation for the prevention of maternal death correlated to childbirth
and/or labour

m Recommendation for the prevention of a transfusional reaction due to ABO
Incompatability

m Recommendation for suicide prevention of hospital patients

m Recommendation for the correct identification of patients, surgical site and
procedure

~ W Recommendation to prevent the retention of gauze, instruments or other material
In a surgical site

m Recommendation for the correct use of concentrated solution containing
Potassium Cloride —-KCL- and other concentrated solutions containing
Potassium 26
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4-Training and educational programs

The number of action plans sent by health facilities compared with all
sentinel events signalled is 55,1% .

=>previous report 40,5%

To improve this data, Ministry of Health has published the Root Cause
Analysis Handbook and the Clinical Audit Handbook, available on
Ministry of Health Web site

FAD courses (on line courses)

METODI DI ANALISI PER LA GESTIONE
DEL RISCHIO CLINICO

Root Cause Analysis - RCA L’AUDIT CLINICO

Analisi delle Cause Profonde

Settembre 2009 Maggio 2011
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4- Training and educational programs

Safety in surgery

Ministry of Health has developed a specific handbook about
Safety in Operating Room with Italian version of Checklist
for Safe Surgery, based on WHO proposal.

Ministry of Health made two videos illustrating the methods
to avoid risk. These videos show how to use or not to use
checklist, it is available on web site

28
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5-Safety In the Operating Room

surgical procedures are complex for number of
professional people involved, acute conditions of patients,
amount of information required, the urgency, the high
technological level

communication processes within the team operating: the
surgeon, the anesthetist and the nurse are not working in
Isolation

ensure a climate of collaboration between different
professionals.

31
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5-Safety In the Operating Room

Ministry adapted WHO checklist for safety in the
operating room, adding another item to the 19
concerning prophyIaX|s of venous
thromboembolism.

The checklist includes 3 phases (Sign In, Time
Out, Sign Out), 20 items to be performed and to

mark after successful control

32



Checklist per la sicurezza in sala operatoria

Siemln ——»
[ satte contralli da effettuare prima dell induzione
dell ‘unestesia

— & Time Out

%
L

[ satte cantralli da effettuare prima
dell incisione della cute

»  Sign Out
[ sai cantrolli da effetiuare prima che il paziente
abbandont la sala aperataria

0 1)1 paziente ha confermato:
- idetitita
- sede di intervento
- procedura
- consenst [ anestesiologien, chinsrgico, emocomponent])

[ 1) tutti i componenti dell*équipe si sono
P quip
presentati con il proprie nome e funzione

[ 2)D sito di intexvento & stato marcato/non applicahile

[ 3)Controlli per la sicurezza dell’anestesia completati

[l 4) Posizionamento del Pulsossimetro sul paziente e
verifica del corretio funzionamento

Identificazione dei rischi del paziente:

5) Allexgie:

[ si

O o

6) Difficolta di gestione delle vie aeree o rischio di
aspirazione?

O o

[ si, & 1a strumentazionefassistenza disponibile

Ty Risclio di perdita ematica > 500 ml (Tml'kg nei
hatihini)?

DﬂEI

[ si faccesso endovenoso & adeguato e 1 fludi sono
dispotibili

O 2) I chirurgoe, 'anestesista e I'infermiere hanne
confermato: identita del pamente, sede dintervento,
procedura, i cottetto posimonamento

Anticipazione di eventuali criticitd o preoccupazioni:

[ 3y chirurgo: durata dell'intervento , rischio di
perdita di sangue, altro?

O 4) anestesista: specificita nguardanti 4 paziente,
scala ASA, altre?

[ 5)infermiere: & stata verificata la steriliti
(compresi i risultati degli indicatori) e ci sone
eventuali problemi relativi ai dispositivi e/o alirve
preoccupazioni?

L'infermiere conferma verhalmenie insieme ai
componenti dell'équipe :

[ Iynome della procedura registrata (Quale
procedura é stata eseguita?)

[] 2y che il conteggio finale di garze, histuri, aghi e
altro strumentario chirurgico, sia risultato corretio
O 3) come il campione chirurgico con relativo
contenitore e richiesta sia staio etichettato (compreso
I'identificative del paziente e descrizione del campione)
O 4) eventualita di prohlemi relativamente all'uso di
dispositivi medici

6) La profilassi antihiotica é siata eseguiia neghi
ultimi 60 minuti?

O s

[ non spplicabile
7) Le immagini diagnostiche sono staie visualizzate?
[ s

[ non gpplicable

[ 5) Chirurgo, Anestesista e Infermiere revisionano
gli aspetii importanti e gli elementi critici per la
gestione dell’assisienza post operatoria

[] 6y Piano per la profilassi del tromhoembolismo
p P
post-operatorio

Dati del paziente
Nome e
Cognome

Data di nasciia

Procedura
eseguita
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SURGICAL SAFETY CHECKLIST (FirsT EpiTiON)

O

PATIENT HAS CONFIRMED
* IDENTITY

* SITE

* PROCEDURE

» CONSENT

D

SITE MARKED/NOT APPLICABLE

ANAESTHESIA SAFETY CHECK COMPLETED

aa aa

oo

PULSE OXIMETER ON PATIENT AND FUNCTIONING
DOES PATIENT HAVE A:

KNOWN ALLERGY?
NO
YES

DIFFICULT AIRWAY /ASPIRATION RISK?
NO
YES, AND EQUIPMENT/ASSISTANCE AVAILABLE

RISK OF =S00ML BLOOD LOSS

(7MLU/KG IN CHILDREN)?

NO

YES, AND ADEQUATE INTRAVENOUS ACCESS
AND FLUIDS PLANNED

TIME OUT

O

CONFIRM ALL TEAM MEMBERS HAVE
INTRODUCED THEMSELVES BY NAME AND
ROLE

SURGEON, ANAESTHESIA PROFESSIONAL
AND NURSE VERBALLY CONFIRM

* PATIENT

« SITE

« PROCEOURE

ANTICIPATED CRITICAL EVENTS

SURGEON REVIEWS: WHAT ARE THE
CRITICAL OR UNEXPECTED STEPS,
OPERATIVE DURATION, ANTICIPATED
BLOOD LOSS?

ANAESTHESIA TEAM REVIEWS: ARE THERE
ANY PATIENT-SPECIFIC CONCERNS?

NURSING TEAM REVIEWS: HAS STERILITY
(INCLUDING INDICATOR RESULTS) BEEN
CONFIRMED? ARE THERE EQUIPMENT
ISSUES OR ANY CONCERNS?

Before induction of anaesthesia »»»»wr»rp Before skinincision sessrrrrrrrrr» Before patient leaves operating room

NURSE VERBALLY CONFIRMS WITH THE
TEAM:

THE NAME OF THE PROCEDURE RECORDED
THAT INSTRUMENT, SPONGE AND NEEDLE
COUNTS ARE CORRECT (OR NOT
APPLICABLE)

HOW THE SPECIMEN 15 LABELLED
(INCLUDING PATIENT NAME)

WHETHER THERE ARE ANY EQUIPMENT
PROBLEMS TO BE ADDRESSED

oo

oo

HAS ANTIBIOTIC PROPHYLAXIS BEEN GIVEN

WITHIN THE LAST 60 MINUTES?
YES
NOT APPLICABLE

IS ESSENTIAL IMAGING DISPLAYED?
YES
NOT APPLICABLE

SURGEON, ANAESTHESIA PROFESSIONAL
AND NURSE REVIEW THE KEY CONCERNS
FOR RECOVERY AND MANAGEMENT

OF THIS PATIENT

THIS CHECKLIST IS NOT INTENDED TO BE COMPREHENSIVE. ADDITIONS AND MODIFICATIONS TO FIT LOCAL PRACTICE ARE ENCOURAGED.
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6-Guidelines to communicate adverse events

A guideline to manage and communicate
adverse events has been produced, to define
an operative and effective process about
what happened, also with the aim of ensure
a clear and open communication.
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6-Gulidelines to communicate adverse events

This guideline contains the following recommendations:

Adverse event analysis
Adverse event patient communication

Actions to heathcare professionals involved in an adverse
event

External Communication in Adverse Events conditions
happened in Health Facilities
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Concluding remarks

Why clinical risk is relevant to patient safety?

Due to the high complexity of health systems, it is
Important to implement activities on different topics, and
Implement a continuous and constant updating of health
professionals involved.

-1 SEs represent a lack in health care process:

ensure quality and safety of care for patients and health
professionals producing useful documents.
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Concluding remarks

Why clinical risk is relevant to patient safety?

AE Reporting system is essential

to Increase awareness of the causes and factors

to collect information on severe and potentially
avoidable adverse events
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Thank you
for your attention

l.quidotti@sanita.it
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