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Gdl 5: Individuazione delle idonee misure
per [a prevenzione del rischio

Michele Tancredi Loiudice - Alessandro Bonsignore

UOS Rischio clinico e sicurezza delle cure
U ersita dl Genova
agenas (gfg’zll JHNI ARI REGIDNALI




PRIMUM NON NOCERE

Non si sa se Ippocrate abbia effettivamente scritto nel
suo giuramento “mi asterro dal recar danno e offesa”

e l'origine stessa dell’allocuzione «Primum non nocere,
secundum cavere, tertium sanare» «In primo luogo
non fare del male, come seconda cosa agisci in
sicurezza, infine favorisci la quarigione» a lui
attribuita, é stata messa in discussione

Origin and Uses of Primum Non Nocere—
Above All, Do No Harm!

Cedric M. Smith, MD, FCP

J Clin Pharmacol 2005;45:371-377
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UN APPROCCIO REALISTICO

“Omnia venenum sunt: nec sine veneno quicquam existit.
Dosis sola facit, ut venenum non fit”

“Tutto e veleno, e nulla esiste senza veleno. Solo la dose fa
in modo che il veleno non faccia effetto.”

Responsio ad quasdam accusationes calumnias suorum
aemulorum et obtrectatorum. Defensio lll. Descriptionis &
designationis nouorum Receptorum

- Paracelso

Il rischio e insito nella natura dell’attivita sanitaria

agen as““m RN s .



LE PAROLE CONTANO

RIDUCIBILE EVITABILE
* Che si puo0 ridurre, nel senso di * Che puo0 essere
ricondurre o di portare a una evitato: male, danno, errore
determinata Condizione: effetto evitabile.

r. al suo principio; ragazzo
riottoso, difficilmente
r. allobbedienza.

© Istituto della Enciclopedia Italiana fondata da Giovanni Treccani - Riproduzione riservata
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LEGGE 8 MARZ0 201/, N. 24

«DISPOSIZIONI IN MATERIA DI SICUREZZA DELLE CURE E DELLA PERSONA ASSISTITA, NONCHE IN MATERIA DI
RESPONSABILITA PROFESSIONALE DEGLI ESERCENTI LE PROFESSIONI SANITARIE» | s -
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Art. 5 legge 24/2017: Gli esercenti le professioni sanitarie,
nell'esecuzione delle prestazioni sanitarie con finalita preventive,
diagnostiche, terapeutiche, palliative, riabilitative e di medicina
legale, si attengono, salve le specificita del caso concreto, alle
raccomandazioni previste dalle linee guida pubblicate ai sensi del
comma 3 (...). In mancanza delle suddette raccomandazioni, gli
esercenti le professioni sanitarie si attengono alle buone pratiche
clinico-assistenziali.

\. J




DEFINIZIONI: LINEE GUIDA
[

/ o Procedure di invio e valutazione

Iz' di Linee Guida per Ia

Le Linee Guida (LG) di pratica clinica sono uno strumento e
di supporto decisionale finalizzato a consentire che, fra
opzioni alternative, sia adottata quella che offre un
migliore bilancio fra benefici ed effetti indesiderati,
tenendo conto della esplicita e sistematica valutazione

Manuale operativo

uuuuuuuuuuuuuuuuuuuuuuuuuu

delle prove disponibili, commisurandola alle circostanze
peculiari del caso concreto e condividendola-laddove
possibile- con il paziente o i caregivers

Manuale Operativo - ISS
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https://www.iss.it/-/snlg-manuale-operativo
https://www.iss.it/-/snlg-manuale-operativo
https://www.iss.it/-/snlg-manuale-operativo

DEFINIZIONI: BUONE PRATICHE CLINICO-ASSISTENZIALI

Tutte  le  pratiche clinico-assistenziali
generalmente ritenute efficaci, sicure ed
appropriate  dalla comunita  scientifica
internazionale perché basate su solide prove
di efficacia o su un generale consenso sulle
pratiche consolidate negli anni

N

Manuale Operativo - ISS



https://www.iss.it/-/snlg-manuale-operativo
https://www.iss.it/-/snlg-manuale-operativo
https://www.iss.it/-/snlg-manuale-operativo
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DEFINIZIONI: BUONE PRATICHE PER LA SICUREZZA &) Samcmmliamsni ™o

Il Decreto ministeriale 29 settembre 2017 istituisce I’Osservatorio nazionale delle buone pratiche
sulla sicurezza nella sanita di cui all’articolo 3 legge n. 24 del 2017; definisce le funzioni
dell’Osservatorio, riportando il termine “buone pratiche per la sicurezza” nella denominazione

dell’Osservatorio; tra le sue attivita vi & quella di individuazione delle idOnee misure per

la prevenzione e gestione del rischio sanitario e quella di monitoraggio delle
buone pratiche per la sicurezza delle cure.

nhza fornirn ifi finizion

'Osservatorio nel 2018, pubblicando un proprio glossario, le ha qualificate come “pratiche,
interventi, comportamenti che abbiano come finalita il miglioramento della sicurezza per i pazienti
e/o la riduzione dei rischi e dei danni al paziente derivanti dall’assistenza sanitaria (o, piu in
generale, dovuti all’esposizione al sistema sanitario)”, comprendendo, quindi, comportamenti e
indicazioni, codificati o meno, volti alla prevenzione e gestione del rischio sanitario.

/

asgenas, tssyvz';. . . . . .
g Osservatorio Nazionale delle Buone Pratiche sulla sicurezza nella Sanita



https://www.buonepratichesicurezzasanita.it/index.php/component/joomglossary/?view=glossary&category=1#:~:text=Si%20intendono%20tutte%20le%20pratiche%20clinico-assistenziali%20generalmente%20ritenute,un%20generale%20consenso%20sulle%20pratiche%20consolidate%20negli%20anni.

National Library of Medicine

National Center for Biotechnology Information

DEFINIZIONI: BUNDLE

Patient Care Bundles

Small sets of evidence-based interventions for a defined patient population and care setting
Naac i s d-201

PubMed Search Builder

Nella letteratura scientifica si presentano sia
indicazioni da applicarsi ad una molteplicita di
processi sanitari:

e es. i Bundle (trad. set di interventi per la sicurezza): un insieme
contenuto (da 3 a 5) di elementi (interventi, comportamenti e/o
pratiche evidence-based) rivolti ad una specifica tipologia di
pazienti e setting di cura, che, applicati congiuntamente e in
modo adeguato, migliorano |la qualita e |'esito dei processi con
un effetto maggiore di quello che gli stessi determinerebbero, se
ogni attivita fosse attuata separatamente

Improve Health Care Quality
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OSSERVATORIO NAZIONALE DELLE BUONE PRATICHE SULLA SICUREZZA
NELLA SANITA

~

e Conferma la necessita che, alle Linee Guida, si affianchi un numero
significativo di Buone Pratiche che forniscano indicazioni agli esercenti le

L’Osservatorio

professioni sanitarie;

e Propone il termine di “Insieme di interventi per la Sicurezza” (traduzione
del termine Bundle) quale format utile per I'elaborazione e individuazione
di_indicazioni per la riduzione del rischio e per la loro successiva

\ diffusione, implementazione e monitoraggio y




ESISTONO BUONE PRATICHE PER LA SICUREZZA PER
RIDURRE LE INFEZIONI CORRELATE ALL’ASSISTENZA?



BUNDLE PER PREVENIRE LE INFEZIONI:
POLMONITI ASSOCIATE A VENTILAZIONE MECCANICA
VAP

Su 38 studi considerati, 4 studi
hanno indicato una bassa
riduzione della VAP, in 22 studi si
e riscontrato un declino della VAP
superiore al 36% e in dieci la
diminuzione e stata superiore al

65%

Mastrogianni, M., Katsoulas, T., Galanis, P., Korompeli, A., & Myrianthefs, P. (2023). The impact of care
bundles on ventilator-associated pneumonia (VAP) prevention in adult ICUs: a systematic
review. Antibiotics, 12(2), 227.

AGENZIA NAZIONALE PER
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Systematic Review

The Impact of Care Bundles on Ventilator-Associated
Pneumonia (VAP) Prevention in Adult ICUs:
A Systematic Review

Maria Mastrogianni '*, Theodoros Katsoulas ** 0 Petros Galanis 7, Anna Korompeli '
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Abstract Ventilatoe-associatod prcusnonis (VAP) remains 2 common rish in mechasscally ventalatod
patients. Dafforeet care bundles have boun proposed bo sucosed VAP reduction. We samed to identify
the combitsed Eerventions that have Been used (o by KUs woeldwide from the implemsentation
of “Institute for Healthcare Improvement Ventslator Bundle™, ie, from Docember 2004 A search
was perfoermed on the PubMed, Scopus amd ScSence Direct databases. Fnally, 38 studies met our
inclusion criteria. The most oo intervenisons monaomnd &= the care bussdles were sedation and
weaning protocods, sens-recembent posationing, oeal and hand hygiene, poptic uloer disease and
dowp vemus theombosis propinylacis, subglottic suctioaning, and cufl pressarne coetrol. Head -of -bod
devation was imgplemented by almost all studies, Sollowed By ocal yiene, whach was hw secoed
extensively usad svervention. Four stodies indicated & low VAP seduction, while 22 studies foussd an
over 36% VAP decline, and in s of them, $w decasease was over 65%. Four of these studios indscabed
2000 o nearly rero after intervention VAP rases. The stadies with the highest VAP seduction adopted
the “THI Ventilator Bundiv™ combined with adequite endotracheal tube culf prossarne and subglottic
suctioning, Multifaced techeagues can Jead o VAP reduction at 4 grest extent. MulBtideciplanary
mekvares combaed with hoesg-lastiong education programs and messanement of bundie’s complisasce
should be e pold standand combanataon

Keyweornds: ventilator-associited pevwummonia care busdles; inbensive cane units; prevention

L Introduction

Ventilator-associated pneumonia (VAP) is ooe of the main types of Infection in anitically
il mechanically ventilated patients, leading to increased mortality, marbidity, hospital stay,
economic and psyvchological costs for patients and thetr famibies [1-3]. During the last
two decades, many guidelines have been proposed to reduce the incdence of VAP, It has
been scientifically proven that interventions must be combined in order to be useful [5-7)
Bundle s a set of individual components, combined to make a set of quality indicators for a
specific system, procedure, or treatment [5]. These interventions maust be all implemented
together to achieve significantly better results [5].

In 1963, the CDC published the guidelines for the prevention of nosocomial poew.
monia, which were spedalized for VAP in 2003 [9]. In December 2004, the Institute for
Healthcare Improvement (IHI), during the promotion of the “100,.000 Lives Campaign”,
inserted the “THI Ventilator Bundle”, consisting of four elements: (1) elevation of the head
of bed (HOB) to 307457 (2) dadly “sedation vacation™ and assessment of readiness to

Antduotace 2023, 12, 227 httpe / [dotong/ LS/ anslbictionl 2020027 httpe

wiwwmdpeoom /omrnald / antibusos



BUNDLE PER PREVENIRE LE INFEZIONI:
INFEZIONI SITO CHIRURGICO SSI

| tassi di SSI sono diminuiti
all,0a4,1% dopo
I'implementazione del
pacchetto di intervento

Weiser, M. R., Gonen, M., Usiak, S., Pottinger, T., Samedy, P., Patel, D., ... & Yeung, K. (2018). Effectiveness of
a multidisciplinary patient care bundle for reducing surgical-site infections. Journal of British Surgery, 105(12),
1680-1687.
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Effectiveness of a multidisciplinary patient care bundle for

reducing surgical-site infections

M. R Weiser' 9, M. Gonen®, S. Usiak’, T Pottinger?, P. Samedy?, D. Patel, S. Sco’, J. J. Smith®,
J. G. Guillem?, L. Temple!, G. M. Nash!, P. B. Paty!, A. Baldwin-Medsker®, C. E. Cheavers®,
J. Eagan® mdj Garcia-Aguilar’, on behalf of the Memorial Sloan Kettering \Iulndmplman

Surgical-Site Infection Reduction Team

'Deparnt of Susgery, *Depustmos of Fpalamaology and Breessaoy, " lefection Gl Frogesn, *Divsson of Quaaloy asd Safory, "Depurmmos of

Modicine and * D et of Nusing, Memeid Som Kenering Cancer Canter, New York, USA
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Bachground: Surgical-site mlcction (SS1) is

d with signiicant healthcare coses. To roduce the

high rate of SSI among paticnes undergoiny colorectal surgery 2t 3 cancer centre, 3 comprehensive care

busdie was imsplemsented and its efficacy teseod

Mathods: A pr:;-un; study imolving three pluses (bascline, implementation snd sustainability) was
< d on § coosccutively between 2013 and 2016, The intervention ncladed 13

components related tec bowel peeparation; oral and intravenoss

ibe

scloction and adming tration;

skin preparation, disinfection snd by gicoc; maintenance of normsothernsia during surgery; and use of dean
instruments for dosure. SS1 risk was evaluated by means of 2 preoperative caleulator, and effectiveness

was assessed using isterrupeed time-scrics regrosion.

L

with 2 mess BMI of 30 kg/m’, disbetes mellitus in 17.5 per cent, snd smoking

history i 49.3 per cent, SSI rates declined from 110 o 4.1 per cont ollowing implesentation of the
intervention bundle (P = 0.001). The grestest reductions in SS1 rates ocourred in paticnts f intermediate
or high risk of SSI: from 10 3 10 4.7 per cent (P 0.006) and from 19 o 2 per cent (P < 0.001) respectively.
Wound care modifscations were very different in the isplementation phase (432 vorran 249 per cent
bascline), nduding use of an overhying surface vacuum dressing (172 from 14 per cont baseline) or
leaving wounds partially open (132 from 6.7 per cont bascline). As 3 resalt, the biggest differonce was in
woussd-related rather than angan-space SS1. The modian kength of bospital stay decressed from 7 (ig.re.
5-10) 1o 6 (5-9) days (P = 0.002). The greatest roduction in bosgatal sty was seen in paticnts at bigh ridk
of SS1: from 8 0 6 days (P < 0.001). 551 rates remained low (4.5 per -xul) in zhc nmuuxnluhh phase.

Conclasion: Meaninghul reductions in SSI can be achicved by § g 2 Iidisciplinary care
bussdle st 2 bospieal-wide level

Paper accepted 3 May 2015

Pebinked caline 4 July 2018 m Wiey Onkoe Livary (www.bpooo.sk). DOE: 1010025 10894

Introduction

Sargacal-site infection (SSI) accounts for more than
one-third of all inpatient infectious events'. SSI cn
manifest as wound erythema and discharge when it &
superficial, or as sepsis when i is deep and involves fascis
or an inra-shdominal organ space. Along with added
morbidny and delayed convalescence, SSI pluces con-
siderable financial strain oo the heshbcare system®™’
owing w peolonged bhaspial care, readmission  and
disahilisy*~*. Treanments inclede opening 2 surgical

© 2008 1S Socsery Lad
Puddidudd by Jobun Wiy X Soex L2d

masion, snchiotics, or 0 invasive procedure o drain
an abscess or debride tesue. A periaperative morralay
rave for SSIE of 3 per cent has heen repoeted, with 73
per cent of ssocuted demhs divectdy atriburable o the
SSIP.

S§1 15 a direct comseguence of surgery, and same inssances
may be prevenmable. Intensive quality emprovement ini-
tiatives have been developed in the USA, induding the
Surgical Infection Prevention Project” and the Swrgical
Care Improvement Project (SCIP)”. These minanves
were first mmplemented for high-risk peocedures such

B7S 2018 105; 1680 - 1687



BUNDLE PER PREVENIRE LE INFEZIONI: GLABSI

Il tasso medio CLABSI e sceso da
2,2/1000 giorni di linea centrale
picco di 5,2/1000 giorni di linea
centrale nel quarto trimestre 2008)
durante il periodo pre-intervento a
0,5/1000 giorni di linea centrale
(0/1000 giorni di linea centrale da
luglio 2012 a luglio 2014) durante il
periodo post-intervento.

Entesari-Tatafi, D., Orford, N., Bailey, M. J., Chonghaile, M. N. |., Lamb-Jenkins, J., & Athan, E. (2015).
Effectiveness of a care bundle to reduce central line-associated bloodstream infections. Medical Journal
of Australia, 202(5), 247-249.
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Effectiveness of a care bundle to reduce central
line-associated bloodstream infections
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Ccnlml line-associated blood-
stream infections (CLABSIS)
are an impnrmnt source of
maorbidity, mortality and cost.' About
4000 CLABSIs occur in Australian
intensive care units (ICUs) each year,
with an estimated nationwide cost of
$36.26 million and a mortality rate
of #%-207.* The importance placed
on CLABSI and its prevention has
prompted standardised monitoring

for quality assurance and innova-
tion of preventive strategies’** Care
bundles focused on improving line
insertion procedure have proven
successful overseas.™* Local imple-
mentation of a similar care bundle
to that used overseas across New
South Wales proved successful, and
prompted the Australian and New
Zealand Intensive Care Society
CLABSI Prevention Project.™ Despite
these interventions, CLABSI rates
range from 0.9 to 3.6 per 1000 central
line days ™

T'he Victorian Healthcare Associated
Infection Surveillance System
(VICNISS) collects standardised
ICU CLABSI rates for the state of
Victoria® Since 2006, the Universaty
Hospital Geelong (UHG) ICU has
reported CLABSI rates to VICNISS.

An elevated reparted CLABSI rate at
UHG in 2007 and 2008 (3.8 and 3.6,
respectively, compared with the state
average of 2.7 per 1000 central line
days)* prompted development and
introduction of a CLABSI prevention
care bundle. Qur care bundle used
an effective line insertion procedure
identified from previous studies,'s”
but also incorporated a novel main-
tenance procedure. In this article, we
report the effectiveness of this care
bundle in a tertiary ICU in Victoria.

Methods

We undertook a before-and-after
study, retrospectively accessing the
pre-intervention data, at an adult, ter-
tiary, 19-bed ICU that admits medical,
surgical and cardiac surgical patients.

Abstract

implemented in 2009

Kmainlain it at zero out to 2 years.

Objective: To determine the effectivensass of a care bundie, with a novel
line maintenance procedure, in reducing the rate of central line-associated
bloedstream infection (CLABSI) in the intensive care unit (ICU).

Design, participants and setting: Before-and-after study using CLABSI
data reported to the Victorian Healthcare Associated infection Surveillance
System (VICNISS), in aduit patients admitted to a tertiary adult ICU

in regional Victoria between 1July 2006 and 30 June 2014. VICNISS-
reported CLABS| cases were reviewed for verification. Anintervention was

Intervention: The care bundle introduced in 2009 included a previously
established line insertion procedure and a novel line maintenance
procedure comprising Biopatch, daily 2% chlorhexidine body wash, daily
ICU central line review, and liaison nurse follow-up of central lines.

Main outcome measures: CLABSI rate (cases per 1000 central line days).
Results: The average CLABSI rate fell from 2.2/1000 central line days (peak
01 5.2/1000 central line days in quarter &, 200B8) during the pre-intervention
period to 0.5/1000 central Line days (0/1000 central line days from July
2012 1o July 2014) during the post-intervention pericd.

Conclusion: Our study suggests that this care bundie, using a novel
maintenance preceduwre, can effectively reduce the CLABSI rate and

Ethics approval was obtained from
the Barwon Health Research Review
Committee. This project was per-
formed as part of the authors” usual
roles and no funding or subsidy was
received. All of us had full access to
the study data.

Intervention

T'he care bundle was based on
the Australian and New Zealand
Intensive Care Society CLABSI
prevention project,’ comprehensive
literature review and collaboration
between UHG KCU, UHG Infection
Control Services and other key
stakeholders. The final care bundle
(Appendix 1) included standard line
insertion procedure consistent with
that described previously,*” bedside
audit by an observer with stopping
rules, and a novel line maintenance
procedure that included place-
ment of a Biopatch (Johnson and
Johnson), sterile line access, daily
2% chlorhexidine body wash, dail:\'
central venous catheter (CVC) review
with early line removal, and Liaison
nurse follow-up of all CVCs present
at discharge.

MUA 202 (S) - 16 March 2015

Study procedure

All adult patients admitted to UHG
ICU between 1 July 2006 and 30 June
2014 were captured in this study.
The care bundle was introduced in
2009, dividing patients into a pre-
intervention period (1 July 2006 to
31 December 2009) and a post-in-
tervention period (1 January 2010 to
30 June 2014). Case identification of
CLABSI was based on the VICNISS
dataset and review of blood cultures.
All VICNISS-reported CLABSI cases
were reviewed by one of us (DE) to
confirm that they fulfilled the cur-
rent VICNISS definition (Appendix
2). This definition is consistent with
the internationally accepted O'Grady
definition that has been previously
applied.™

All confirmed CLABSIs were
inchuded in the analysis, irrespective
of whether line insertion oocurred in
the ICU. Cohort demographic, basic
clinical and microbiological data were
collected from the hospital electronic
database. Patient medical records of
all VIONISS-reported CLABSI cases
were reviewed to confirm CLABSI
definition and collect additional clini-
cal information. Fnally, all positive

247



BUNDLE PER PREVENIRE LE INFEZIONI: CAUTI

L'incidenza e i tassi di CAUTI sono
stati rispettivamente del 5,8% e 6,1
per 1000 giorni di catetere urinario
e dell'1,5% e 1,8 per 1000 giorni di

catetere urinario. C'era una
differenza statisticamente
significativa tra i tassi CAUTI pre-
bundle e post-bundle.

Dizkaya, D. S., Bozkurt, G., Uysal, G., & Yakut, T. (2016). The effects of bundles on catheter-associated
urinary tractinfections in the pediatric intensive care unit. Clinical Nurse Specialist, 30(6), 341-346.
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The Effects of Bundles on Catheter-Associated
Urinary Tract Infections in the Pediatric
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BUNDLE PER PREVENIRE LE INFEZIONI: SEPSIS

La mortalita
intraospedaliera per SEPSI e
stata del 54,0% da luglio
2005 ad aprile 2006, del
41,1% da maggio a
dicembre 2006, del 39,3%
nel 2007, del 41,4% nel
2008 e del 16,2% nel 2009

Shiramizo, S. C. P. L., Marra, A. R., Durao, M. S., Paes, A. T., Edmond, M. B., & Pavao dos Santos,
O. F.(2011). Decreasing mortality in severe sepsis and septic shock patients by implementing a
sepsis bundle in a hospital setting. PloS one, 6(11), e26790.
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Decreasing Mortality in Severe Sepsis and Septic Shock
Patients by Implementing a Sepsis Bundle in a Hospital

Setting

Sandra Christina Pereira Lima Shiramizo', Alexandre R. Marra'", Marcelino S. Durao’', Angela T. Paes?,
Michael B. Edmond®, Oscar Fernando Paviao dos Santos'
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Abstract

2005) implementation of the interventions.

2008 and 16.2% in 2009.

perfarmance measures and interventions.

Funding: No amemal Anding was received for this mork

* Lmadt aloorara®erntets be

The Surviving Sepsis Campaign (S5C) guidelines for the management of severe sepsis (SS) and septic shock
(SSh) have been recommended to reduce morbidity and mortality.

Materidls and Methods: A quash-experimental study was conducted in a2 medical-surgical ICU. Mukiple imerventions to
optimize SS and SSh shock patients’ dinical outcomes were performed by applying sepsis bundies 16+ and 24-hour) In May
2006. We compared bundle compliance and patient outcomes before (July 2005-Apdl 2005) and after (May 2006-December

Resufts: A total of 564 5SS and SSh patients were identified. Prior to the intervention, compliance with the 6 hoursepsis
resuscitation bundie was only 6%. After the intervention, compliance was as follows: 8.2% from May to December 2005,
9.3% In 2007, 21.1% in 2008 and 13.7% in 2009. For the 24 hour-management bundle, baseline compliance was 15.0%. After
the intervention, complance was 15.1% from May to December 2006, 21.4% in 2007, 27.8% in 2008 and 44.4% in 2009. The
in-hospital mortality was S54.0% from July 2005 to Apel 2006, 41.1% from May to December 2006, 39.3% in 2007, 41.4% in

Conclusion: These resuts suggest reducing S5 and SSh patient mortality & a complex process that inwolves multiple
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APPLICAZIONE DELLE MISURE SPECIFICHE

/La Joint Commission International richiede nelle strutture accreditate
alcuni bundles come quello:

1. Per la prevenzione della infezione del torrente ematico associata a
cateterismo venoso centrale (CLABSI)

2. Per |la prevenzione della polmonite associata alla ventilazione assistita
(VAP)

3. Per la prevenzione dell'infezione del tratto urinario associata a
catetere vescicale (CAUTI)

4. Per la prevenzione dell’ infezione del sito chirurgico (SSI)

5. Per la prevenzione della sepsi severa (SEPSIS) y




ESEMPI DI MODALITA DI VERIFICA DELLE MISURE SPECIFICHE

Urine aspirated for culture using sterile needle & syringe

Specimen transported to lab within 2 hours of collection

Sterility maintained throughout the procedure

Handwashing done after removal of gloves

Figure 3: Urinary catheter insertion bundle checklist and follow-up

agen a.sx.“ssm. AT RS

I G, Subramanian A, Baby P, Doriel N |
Radbika R, Georse M. et al. Incidence of device associated-healthcar|

o]

Hand hygiene performed before intubation (]
Aseptic technique followed 0
Sterile/disinfected equipment used (]
Hand hygiene performed before catheter insertion (W) Maximal barrier precautions followed (Gown, Gloves, Mask etc) () M G. Sub i A. Babv. P.. Daniel. N
Aseptic technique followed/Sterile equipment used 0O Oral suction done before insertion (] ?non, -, pudramanian, ., £aoy, I, Lanle ‘oY
3 - Radhika, R., George, M., & Menon, S. (2020). Incidence
Maximal barrier precautions followed (Gown, Gloves, Mask etc) 0O BTSN i O . . . ; .
‘ v Used sterile suction catheter & gloves for each ET-suctioning O of device associated-healthcare associated infections
Proper disinfection of insertion site done (W] Checked cuff pressure and & dislocation of ET-Tube O from a neurosurgical intensive care unit of a tertiary
Application of lubricant or anaesthetic gel O Proper securing of ET-Tube done O care center: A retrospective analysis. Anesthesia Essays
Catheter gently inserted O Comments if any: and Researches, 14(3), 454-460.
Replace if a break in asepsis occurs () Day1
Ventilator bundle follow-up: Shifcl Shifc2 T Shifca
Proper securing of catheter in the bladder [
Catheterization is documented/labelled (Date, Time & Personnel) 0 sind wid Mwintion P0-:)
Antiseptic oral care
Comments if any: DRI ASCation t'M:.ﬂa hygiene performed before catheter insertion & manipulating O
. Day 1 PUO prophylaxis Maximal barrier precautions followed (Gown, Gloves, Mask etc) O
Urinary catheter bundle follow-up: Shift 1 | shift 2 | Shift 3 DVT prophyla:ls = _ Chiorhexadine skin sntepsss done 0
A 1t of readiness to extubate - ; - Toct =
Proper fixing of catheter on thigh Opel : “f’ O QY v_"“) O
. . - Catheter insertion is documented/labelled (Date, Time & Personnel) O
Urobag not touching the floor Figure 4: Intubation bundle checklist and follow-up T :
Spc . a
Urine flow should remain unobstructed Comments # any-
Incidence of Device Associated-Healthcare Associated
Perform routine mlenlc meatal care Inlecliun's from a Neurosurgical Inlensiye Care Ur!it ofa Day1
Handwashing done after catheter/urobag manipulation :i’:i’i:f::e:t;“f:‘:s‘::‘ﬁ f:a:‘:-si Central line bundie follow-up: ErRECLTELE
Maintaining closed drainage system M AN, e s W, ik . i o e Tond e =t —
Urobag emptied every 6 hours b Do 0N e e syt el e it 1. S o e Hub cleaning done before accessing the catheter
Proper disinfection of sample collection site Dy review of Catheter Foerton e

Interventions to improve CLABSI rates (ICMR-CDC)
1. Hands on training for nurses on appropriate handling of central lines

2. Silent observation by House surgeons to monitor the management of central lines based
on modified central line care checklist.
3. Re-training of nurses based on the observations by House surgeons

4. Blue sheet - to cover the central lines

Figure 5: Central line insertion bundle checklist and follow-up
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SUMMARY -1 The physicol design and infrastructure of o haspital or insthufion & an essental component of its infection control measure.
. . e AL $ Th y from the initial g o
The offccti of . hand .. g and disinfecti thods in Bad l. Infectious dls are as:gruﬁcam lhrcat in both hcalthcarc andcommu- us is must be o prerequisite %o foke these o consideration from the inifial conception and planning stoges of the

transient skin bacteria was studied in hospital after dry or moist oonulmmaclon
of the hands when nursing burn patients. The results were compared with those of
lab y tests with vol A fairly good correlation of the bacterial reduc-
tions oxisted 1 hospital and lab y tests. All other methods removed

Staph. aureus from the hands more effectively than liquid soap. Gram-negative
bacilli were moro casily d than staphyl i, oven with soap wash alone.

In hospital, none of the hing and disinfecti hods always d all
patient-borne bacteria from the hands. After dry or moist contamination and
subsequent washing with soap only, colonies of Staph. aureus were often detected
in ﬁngor-pnnt- snmplca. Sutphylocoecn wero more often completely removed by a

4% b gont scrub and alcoholic soluti (cither with or without
previous soap wash) than by liquid soap, } hl k or iodoph

tions. Gram-negative bacilli were more cn.sily romovod by all zho wnshlng and
disinfection mothods. After moist i gotive bacilli were moro

often completely removed from the hands by othnnol than by other trcatments.
The results of the prcacnt study umphww the importance of always using
gloves when ing & P of bacteria or ono who must be protected

from infection. c
INTRODUCTION
T’ho mnln gonl of lmm] washing i in hospital is to cut the route or tmnamission of
toy Usually the 1of
is sufficient, nlthough in special ci the reduction of resident b, i
is of dditi d Tho effecti of some disinfc in removing

ient bacteria has been studied in a simplified test design after artificial
contamination of the hands (Lowbury, Lilly & Bull, 1964; Mittermoyer & Rotter,
1076; L|Ily & Lowbury. 1978). Such studies, I\owover, ovnrlouk many variables
common in everyday ital y In h d uso of soaps or
disinfectants, high hand hing fi , diffc in the skin of hospital
stafl or other factors may yield reeulu unliko thoso obtained in tests with volun-
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nity settings. Healthcare associated infections (HCAls) in particular are a leading cause
of complications during hospitalisation. C ion of the healthcare environment
is recognised as a source of infectious disease yet the significance of porous surfaces
including healthcare textiles as fomites is not well understood. It is currently assumed
there is little infection risk from textiles due to a lack of direct epidemiological evidence.
Decontamination of healthcare textiles is achieved with heat and/or detergents by

commercial or in-house laundering with the exception of healthcare worker uniforms
which are laundered domestically in some countries. The emergence of the COVID-
19 pandemic has increased the need for rigorous infection control including effective
decc ination of potential fi in the healthcare environment. This article aims
to review the evidence for the role of textiles in the transmission of infection, outline
current proccdurcs for laundering healthcare textiles and review studies evaluating the

dec ion efficacy of d ic and industrial laundering.
Methodology. Pubmed, Google Scholar and Web of Science were scarched for
publications pertaining to the survival and tr ission of microorganisms on textiles

with a particular focus on the healthcare environment.

Results. A number of studies indicate that microorganisms survive on textiles for
extended periods of time and can transfer on to skin and other surfaces suggesting
it is biologically plausible that HCAIs and other infectious discases can be transmitted
directly through contact with ¢ d tcxtiks. Au.- i ,,' y, there are a number of
case studies that link small outbreaks with i dering or infection control
processes surrounding healthcare laundry. Studies have also d:monstratcd the survival
of potential pathogens during laundering of healthcare textiles, which may increase the
risk of infection supporting the data published on specific outbreak case studies.
Conclusions. There are no large-scale epidemiological studies demonstrating a direct
link between HCAls and contaminated textiles yet evidence of outbreaks from
published case studies should not be disregarded. Adequate microbial decontamination
of linen and infection control procedures during laundering are required to minimise
the risk of infection from healthcare textiles. Domestic laundering of healthcare
worker uniforms is a particular concern due to the lack of control and monitoring
of decontamination, offering a route for potential pathogens to enter the clinical
environment. Industrial laundering of healthcare worker uniforms provides greater
ion compared to domestic laundering, due to the

es of adeq decc

bullding. The balonce between designing a haspital %o be an open, accessible and public ploce ond the control 1o reduce
the spreod of infections diseases is o necessity. At Singapore General Haspital, many lessons were leamt during the SARS
outbreck peraining %o this. During and subseguent 1o the SARS outbreak, many changes evelved in the hospisal 1o enable
us %o handle and foce any emenging infectious siuation with calm, confidence and the knowledge that stoff and patients
will be in good steod.

This paper will share some of cur experiences as wall as challenges

Ky Words: Emergng infectan, infaction control mecsures
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World Health Patient Safety SAVE LIVES

Y World Health Patient Safety SAVE LIVES

Organization Ao Clean Your Hands Organization A o o Clean Your Hands

Organization A Vo A o B Mot Cove Clean Your Hands

General Questions. Protocol to Measure the Consumption of Products for the Hand Hygiene

Intervention (Alcohol-based Handrubs and Soap)

Oves O
3 Health-care facility name: [ ]
ClMontnly  [)3monmly ) monthly  [J imeguiar [ other Gmonn messursmantporiod mm: :
Soap/Handrub Consumption Survey X o s s i ey s (s

Plesse indicate which department (i spplicable):

Measuring the Consumption of Products in Association with the 0 sy
Implementation of WHO Multimodal Hand Hygiene Improvement Strategy oo

Purpose
This tool provides a simpile template to measure the consumption of products (e.g. soap and alcohol-based
handrubsa) associated with implementing a hand hygiens improvemant strategy.

Measuring the consumption of these products is an indirect method of monitoring hand hygiene performance.
This indicator can help to assess the uptake of the intervention as a whoie and provides an overall indication of
its success. It also provides the opportunity to control stock levels over the short- and medium-term and to help
estimate lkely increases in requirements, particularly relating to aicohol-based handrub.

Method
In general, the data collection method and the area in which data are collected (selected wards or the entire health .care
facility) should not be changed so as 1o oblain comparable data at different moments in time.

A simple way o collect data is through the cenltral purchasing unit, if this exists, by regulary reviewing the order forms
(monthly) for the selected product (e.g. alcohol-based handrub solutions). Alternatively, the information could be
retrieved from the pharmacy or the service in charge of the distribution of the products to the wards. It is important to
dentify a method which fits the purchase/distribution procedure at the facility level and is optimal in terms of time
nvestment and reliability of the information.

M it of P should be repeated at the end of each month; if this is not feasibie, it should be &:9 World Health Patient Safety ‘ SAVE LIVES
undertaken at time intervals that are belter suited to the purchase/dstribution cycle in the hospitallward. The grid for g& World Health Patient Safety SAVE LIVES 2 Organization b e e Clean Your Hands
nformation collection included in this d it offers the possibiity to record data by month up to a period of 6 months. R Organization At e e o ‘ Clean Your Hands

A new form should be filled in for every 6-month period. If monthly data are not avadable, cumutative data corresponding
10 longer periods (e.g. 3 or 6 months) should be entered. This measurement will contribute 1o the development of a plan eonotasad Hondreh Formiaton
)

for long-lerm procurement sustainabdity of products and monitoring of usage. (messured n ves proguet O] Moo

Gestedsoapbar [ Medicated sosp bar [ Liquid sosp

o o YA R S —| [0 O ldnt oy, a5 5am) [ ]
Caiculations of consumplion made on the basis of purchased or distributed products may be biasad by the amount of 0 b T : e Bl
product sl in stock (i.e. not all products may have been usad). Pleasa ensuwre that the amount in slock is sublracted 1o Hemelcomposiion ofproducls Namaicomposition of productis:
calculate the real p cor plicn. It is imp it 1o indicate whether the amount reported comresponds 1o the Amount purchasediused | acmitted o the facity | reatod tothe fecty o & S
purchased of 10 the used product. T | | ",

o | e Ao pchasediied | Lqmiung vy ey o | it o

If you use different products (e.g. different alcohol-basad handrub formulations), please fill in one form for each product. — ! e T e — 2 ] watd
A separate grid is used to register the use of soap. ey | e |t o

sopicatioy
Units of products may differ in volume and weight. Please indicate the number of units used (e.g. number of bottles) and e T
the equivalent number of litres or total weight of the product. opteaey e | preegbprediverd

appicable)
Month 3 Date (month).

|

|| | |
Any variation in workforoe or number of beds needs 1o be recorded:; this also holds true for a sudden increase in beds e | e | | \
(e.g., the opening of a new ward may drastically influence product consumption). E;f?lwﬁ ‘ | ot | | J

) ol

Feedback Horin s ot ey Month 4 Dste (month)
« The attached protocol forms are for 1 of whon over a B-month period. e ‘ | e iaee | | ‘

*  The forms should be filled in monthly, preferably at the end of each month. %‘ | | T
« Althe end of the 6-month period, product \plion can be tabulated for the whole facility or the respective ey | | |
departments/wards. ol Tacity of I | ‘

*  An increasing consumption trend indicates the success of the hand hygiene intervention.

« Stafic or dediining rends post-implementation need 1o be examined closely. They may be linked 10 lack of product
availability, distribution delays or interruplions, or other reasons.
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A Wk Atianca fo Safer Hearts Care

World Health ‘ Patient Safety

Observation Form - Basic Compliance Calculation

Y World Health Patient Safety SAVE LIVES . s s
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1 Organlzatlon A Workd Allance for Safer Health Care Clean Your Hands S T o T | B T S Bt aession
T S S S 2 Y S 0 S S S )
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. Session 0
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20
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IDONEE MISURE DI PREVENZIONE E IDONEE MISURE DI GESTIONE DEL

RISCHIO SANITARIO

" |donee misure di prevenzione

" |donee misure di gestione

* Misure sanitarie specifiche

e riguardano i processi assistenziali
relativi al singolo paziente;

* Finalita di ridurre il rischio correlato
ad uno specifico setting
assistenziale

e Es. utilizzo del campo sterile nel
posizionamento del catetere
venoso-centrale

Distinzione tra:

e Misure assistenziali generali:
intervengono nei processi sanitari, con
finalita di riduzione del rischio; es.
lavaggio delle mani, cambio delle
lenzuola, etc.

* Misure organizzative: intervengono nei
processi organizzativi; es. presenza di
determinate funzioni, svolgimento di
audit clinici, etc.
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C (A .- C - !- 9 C (A G A (A ..-




VANTAGGI DEI BUNDLE PER MIGLIORARE L’ASSISTENZA
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Prevenzione delle infezioni
del sito chirurgico
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IMPLEMENTAZIONE DELLE MISURE PER LA PREVENZIONE DELLE
INFEZIONI DEL SITO CHIRURGICO

Raccomandazioni

Quali interventi sono necessari per promuovere limplementazione delle
misure per la prevenzione delle infezioni del sito chirurgico?

* Sorveglianza. La sorveglianza delle ISC deve essere parte integrante di un sistema di
prevenzione e controllo delle infezioni correlate all’assistenza (WHO 2016). Sorvegliare le
infezioni del sito chirurgico (SHEA/IDSA 2014; NICE Quality standard 2013), su interventi ad
alto wvolume e alto rischio. Identificare, raccogliere, archiviare i dati necessari per la
sorveglianza, utilizzare definizioni aggiornate, fornire al personale un feedback continuo dei
tassi di ISC, utilizzare dati automatizzati per aumentare |'efficienza.

« Utilizzare la checklist dell'Organizzazione mondiale della sanita per garantire la
conformita con le migliori pratiche diniche (SHEA/IDSA 2014).

« Misurare e fornire feedback a chirurghi e personale infermieristico sull’adesione a misure
di processo (SHEA/IDSA 2014).

« Eseguire una valutazione del rischio di infezione del sito chirurgico, per spedalita
chirurgica, procedura efo per chirurgo (SHEA/IDSA 2014).

« Osservare le attivita del personale di sala operatoria e la sanificazione
ambientale mediante ispezioni periodiche con osservazione diretta (SHEA/IDSA, 2014).

« Utilizzo di fonti esistenti. Se possibile, utilizzare i dati gia disponibili nei flussi informativi
correnti di Farmada, Laboratorio, Economato, ecc. (SHEA/IDSA 2014).

« Coinvolgi degli op i. Organizzare una rete di operatori e coinvolgerli nelle
strategie di prevenzione e controllo delle infezioni del sito chirurgico (SHEA/IDSA 2014).

« Bundle da utilizzare per la formazione e verifica. Considerare di definire un bundle
per la prevenzione delle infezioni del sito chirurgico e utilizzarlo sia nella formazione del
personale sia nella verifica dell'appropriatezza delle cure (SHEA/IDSA 2014).

Bundle da utilizzare per la formazione e la verifica

Uno degli strumenti utilizzato negli ultimi anni come sistema per favorire |'adesione alle
buone pratiche cliniche in diversi ambiti & il bundle. Con questa strategia si identifica un
numero limitato di procedure basate sull’'evidenza, generalmente da tre a sei, che devono
essere applicate tutte insieme nell'assistenza del singolo paziente. Il bundle deve tenere
conto anche delle caratteristiche delle strutture nelle quali viene applicato e pud quindi
variare da centro a centro. Probabilmente anche per questi motivi i risultati sinora ottenuti
dallapplicazione della strategia del bundle nel controllo delle infezioni della ferita chirurgica
sono variabili e ad oggi non esiste un consenso definitivo su quali debbano essere le
componenti del bundle. Negli studi pubblicati finora le componenti pii comunemente incluse
sono rappresentate da:

normotermia intraoperatoria,

normoglicemia intraoperatoria,

corretta antibioticoprofilassi perioperatoria in termini di scelta della molecola, momento

di infusione e durata,
- corretta tricotomia.
L'utilizzo del bundie ha sia una valenza educativa, rendendo pit semplice e mirata la
formazione dei professionisti, sia una valenza di verifica, permettendo una valutazione
relativamente semplice dell’adesione alle procedure.
Alcuni studi recenti dimostrano come la frazione di casi prevenibile utilizzando questa
strategia sia sostanziale: in chirurgia colorettale una revisione di 13 studi condotti tra il 2011
e il 2014 ha evidenziato una riduzione della frequenza di infezioni del sito chirurgico da 15%
nel gruppo sottoposto ad assistenza standard a 7% nel gruppo induso in un trattamento
bunde (Tanner ef al, 2015). In tutti gli studi considerati, I'attivazione di programmi mirati a
modificare  comportamenti  assistenziali selezionati era accompagnata dalla puntuale
rilevazione dell'adesione alle pratiche raccomandate e allutilizzo di questi dati per
promuovere il cambiamento.

L'utilizzo del Bundle ha sia una valenza educativa, rendendo piu
semplice e mirata la formazione dei professionisti, sia una valenza di
verifica, permettendo una valutazione relativamente semplice

dell’adesione alle procedure
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INDIVIDUAZIONE DEI SET DI INTERVENTI PER LA SICUREZZA
PROPOSTI COME IDONEE MISURE

( )
‘\@ 1- Set di Interventi per la Sicurezza
sulla prevenzione del rischio emorragico

nei pazienti chirurgici (CNS)

\@ 2- Set di Interventi per la Sicurezza per

la prevenzione delle infezioni del sito
chirurgico (ISS, SIMPICS,.....)

©

\
ACONDW ' > sservatorio Nazionale delle Buone
agehasx - e ( J) Pratiche sulla sicurezza nella Sanita



INDIVIDUAZIONE DEI SET DI INTERVENTI PER LA SICUREZZA
PROPOSTI COME IDONEE MISURE

1- Set di interventi per la sicurezza sulla
prevenzione del rischio emorragico nei
pazienti chirurgici (CNS)

2- Set di interventi per la sicurezza per la
prevenzione delle infezioni del sito
chirurgico (ISS, SIMPIQS,.....)

N

D

SEZIONI PREVISTE PER | SET DI
INTERVENTI PER LA SICUREZZA

. Somministrazione questionario

anamnestico per la
determinazione del rischio
emorragico

. Protocolli per il reversal della

anticoagulazione e per la
neutralizzazione dei farmaci
antiaggreganti

. Protocolli di riduzione della

perdita ematica intraoperatoria

. Utilizzo strumenti point of care

. Protocolli e tecniche di recupero

intraoperatorio

@ Osservatorio Nazionale delle Buone
Pratiche sulla sicurezza nella Sanita



OSSERVATORIO NAZIONALE DELLE BUONE PRATICHE SULLA
SICUREZZA NELLA SANITA

A tale scopo I"Osservatorio auspica il contributo delle societa scientifichee\

delle associazioni tecnico scientifiche attraverso la proposta di “indicazioni

pratiche rivolte ad una categoria di operatori su una tematica specifica,”,
secondo il format dei bundle e in linea con il modello di evidenze scientifiche
sviluppato dall’lSS, indicazioni che siano individuabili come idonee misure
per la prevenzione e la gestione del rischio sanitario. L'Osservatorio si
impegna altresi a definire alcune aree prioritarie per lo sviluppo
dell’Insieme di interventi per la sicurezza a partire dall'analisi dei dati
provenienti dai flussi informativi e dall'analisi dei documenti di indirizzo di

w/e//o internazionale per la sicurezza dei pazienti

/
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BUONE PRATICHE E CONTENZIOSO = QUESTIONI APERTE

1.le misure di prevenzione, essendo di tipo sanitario specifico,
potrebbero essere provate in relazione al singolo paziente a cui
si riferiscono, al fine di fornire adeguata prova della loro
applicazione al caso di specie?

2.le misure di gestione del rischio sanitario e assistenziali
generali potrebbero essere provate considerando la loro
esistenza, applicazione, implementazione e monitoraggio nella
struttura di riferimento?

agenas. k"?&%‘v"ﬁ SANITARI REGIONALI



IN CONCLUSIONE..

* Sarebbe auspicabile che alle linee guida e alle raccomandazioni clinico
assistenziali ex art. 5 1. n. 24/2017, si affianchi un corpus di buone pratiche
per la sicurezza intese come misure per la prevenzione e la gestione del
rischio sanitario che supporti i professionisti e le organizzazioni sanitarie
nel migliorare la qualita e la sicurezza delle prestazioni;

* 'eventuale individuazione da parte dell’Osservatorio, con il supporto
scientifico dell’lSS, di «idonee misure» per la prevenzione e la gestione
del rischio sanitario, puo favorirne non solo la produzione ma anche
consentirne la diffusione, conoscenza, applicazione, monitoraggio, la loro
valutazione come quotazione del rischio e, in ultima analisi, I'utilizzo
come elemento probatorio nel contenzioso.

a enas AGENZIA NAZIONALE PER
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