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LE LINEE GUIDA PER LA PRATICA
CLINICA

Definizione

*Raccomandazioni elaborate in modo sistematico
per assistere medici e pazienti nelle decisioni che
devono essere prese In specifiche circostanze
cliniche” Institute of Medicine, Washlngton DC

Guide to Quality

Breast Cancer Care
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WHAT ArRE CLINICAL PrACTICE GUIDELINES?

Systemically developed evidence-based statements aiming:

1. To assist practitioners in appropriate clinical decision-
making

2.  Toimprove quality of healthcare and outcomes for patients

i

3. To influence national policies for efficient allocation of
resources and for better delivery systems.

PROVIDE THE RN
AT THE RICHT TIME,
FOR THE RIGHT PERSON

‘ IN THE RIGHT WAY

JAMA 2000, 284.2100-07




DOVE CERCARE CHE COSA

Linee Guida

Fonti Primarie
(Medline, Embase)

http://www.asmn.re.it/Biblioteca/guide.asp
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DOCUMENTI INTERNAZIONAL

ASCE

American Society of Clinical Oncology
Making a world of difference in cancer care
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http://www.ittumori.it/ITA/pubblicazioni/raccomandazioni_cliniche.shtml
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QUALI LINEE GUIDA UTILIZZARE ?
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asesmprirsy | Breast Cancer

Koo Foundation Sun Yat-Sen Cancer Center
Clinical Practice Guideline 2008 Version 1.0

[ pnenoss | workwe | PRIMARY TREATMENT | FOLLOW-UP |
Bilateral Annual physical examination
'.-Db_'_ﬂﬂf mammography Annual mammography and’or
g Ultrasonography —'f Observation after excision (preferred) |—> ultrasonography of breast if
1n situ of breast observation is chosen after
——— Pathology review excision
May omit breast sonograpt Wide excision alone
if patient is older than 50 y/o Unicentric, Van Nuys Score 4-6
or has fatty breast negative \
Bilateral fesection margins Tamaoxifen 5 years for
E?ucfal . mammography Wide excision + radiotherapy ER (+) (optional)
?f;:ﬁom"' Ultrasonography As recommended by NSABP  |—»{ Physical examination
of breast . Multicentric. Van Nuys Scora 7-9 every 6 months
Pathology review wide spread, Mammography and/or
diffuse micro- lilljtm.t:nn;gruphy every
i i i calcifications Total mastectomy (Standard 2 months
New Van Nuys Prognostic Index. Scoring Sysem positive resection Rx) + Ax LN dissection + /
Soox ] 2 3 margins *|  reconstructive surgery
Sicw 15 mem 1680 v Advwn Van Nuys Score 10-12
Murgin width 10 mam 1.9 mm <l mm
ditien | pake | gk | wihawo
necrosn Becross mecroen
Ag >0 died <40 2
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ESMO Clinical Recommendations

What kind of Guidelines ?

» Disease or topic oriented

» Evidence based

» Emphasis on Medical Oncology
» Regularly updated (annually)

» Three-page format, with up to 10 references



LINEE GUIDA

SIGN — Scaottish Intercollegiate Guidelines Network

Liv. di evidenza 1++: evidenza ottenuta da meta-analisi, revisioni sistematiche di trial
clinici, o trial clinici con bassisimo rischio di bias;
Liv. di evidenza 1+: evidenza ottenuta da meta-analisi, revisioni sistematiche di trial

clinici, o trial clinici con rischio di bias;

Liv. di evidenza 1-: evidenza ottenuta da meta-analisi, revisioni sistematiche di trial clinici, o
trial clinici con alto rischio di bias;

Liv. di evidenza 2++: ~evidenza ottenuta da revisioni sistematiche di studi caso-
controllo o di coorte di alta qualita. Studi di coorte o caso-controllo di buona qualita con
basso rischio di bias o fattori di confondimento e con alta probabilita che la relazione sia
causale.

Liv. di evidenza 2+: Studi di coorte o caso-controllo con basso rischio di bias o
fattori di confondimento e con una probabilita moderata che la relazione sia causale.

Liv. di evidenza 2-: Studi di coorte o caso controllo con un alto rischio di bias o fattori di
confondimento e con un significativo rischio che la relazione non e causale.

Liv. di evidenza 3: studi non analitici (es. case-report o serie di casi).
Liv. di evidenza 4: Opinione di esperti.
Grado di raccomandazione.
= deriva da studi classificati 1++ 0 1+;
= deriva da studi classificati 2++ o0 evidenze estrapolate da studi classificati 1++ 0 1+;
= deriva da studi classificati 2+ o evidenze estrapolate da studi classificati 2++;
= deriva da livelli di evidenza 3 0 4 o estrapolazioni di studi classificati 2+



LINEE GUIDA

GRADES OF RECOMMENDATION

The grade of recommendation relates to the strength of the evidence on
which the recommendation is based. It does not reflect the clinical
importance of the recommendation.

A: At least one meta-analysis, systematic review of randomized controlled trials (RCTs), or
RCT rated as 1++ and directly applicable to the target population; or

A body of evidence consisting principally of studies rated as 1+, directly applicable to the
target population, and demonstrating overall consistency of results

B: A body of evidence including studies rated as 2++, directly applicable to the target
population, and demonstrating overall consistency of results; or

Extrapolated evidence from studies rated as 1++ or 1+

C: A body of evidence including studies rated as 2+, directly applicable to the target
population and demonstrating overall consistency of results; or

Extrapolated evidence from studies rated as 2++

D: Evidence level 3 or 4; or

Extrapolated evidence from studies rated as 2+

Good Practice Points: Recommended best practice based on the clinical experience of the
guideline development group

SIGN, 2005



SCHEMA DI GRADING

NICE — National Institute for Health and Clinical Excellence

A Evidenze da studi clinici randomizzati o da revisioni
sistematiche di studi randomizzati

B Evidenze da studi non randomizzati od osservazionall

C Consenso di professionisti.



ASCO and NCCN
Breast Cancer Guidelines

ASCO recommendations and NCCN treatment guidelines are
generated by expert consensus using a more rigorous process than
the St. Gallen guidelines

ASCO guidelines are based on evidence from relevant publications,
conference presentations, and additional data requested from
pharmaceutical companies; greater weight is given to published
randomised trials?

All NCCN guideline recommendations are weighted by level of
clinical evidence and degree of panel consensus reached through a
continuous review and feedback process?

ASCO and NCCN guidelines are highly detailed and prescriptive

1. Winer et al. J Clin Oncol. 2005;23:619.
2. NCCN. http://www.nccn.org/professionals/physician_gls/about.asp.



When anticipated benefits
exceed risks, harms (and costs)...

Benefits

We can make a (strong) recommendation to...

When anticipated benefits are balanced
by risks, harms (and costs)...

Risks,
Harms,
Costs

Benefits

We can offer an option to...

When anticipated risks, harms, (costs)
exceed benefits. ..

Benefits Risks,

y Harms,
Costs

We can make a (strong) recommendation not to...

VERBS

+ Active voice
— Passive masks the actor
— “Mistakes were made...”
— “Drug X should be prescribed...”
» Appropriate choice of deontic operators

— The clinician must, must not; the Committee strongly
recommends

— The clinician should, should not; the Committee
recommends

— The clinician may; the Committee suggests
* The dreaded “consider”
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OSTACOLI ALL'APPLICAZIONE
DELLE EBM E DELLE LINEE
GUIDA

eAutonomia professionale
*Opinion leaders contrari
Privilegi e conflitti di interesse

Difficolta di accesso e di vaglio della
letteratura

Percezione di “razionamento”



RESULT OF ERRORS IN GUIDELINES

* Public has inflated expectations of the effectiveness of
treatment

e Clinician 1s locked into screening, treatment and
follow-up protocols with intrinsic limitations

e Clinician get set-up for wide variety of court actions-
breast cancer is most common malpractice litigation

ERROR IN SKIN INCISION




(St Ti-kapr LA MEDICINA E NEL
- CONTEMPO

UN ARTE, UNA SCIENZA E
UNA TECNICA.
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STANDARDIZZAZIONE,
REGOLAMENTAZIONE
—— ictico]




UTILITA

+ Authors: Sculpting recommendations to fit

evidence

* Implementers: Operationalizing
recommendations in systems that influence

behavior

IMPIEGO LINEE GUIDA

Strategies

Semrch Puthlad - for G " Ciewr | Ahanced Search

CONCLUSIONS

To adapt evidence based
guidelines to a specific
regional health organization
s feasible and may be
usefull for diseases requiring
a multidisciplinary approach
and continuity of care.



Percorsi Diagnostico -Terapeutici (PDT)

Seno gli
adattamenti di
Linee Guida
internazionali
alle
caratteristiche
@rganiggati\fe e

I'utilizzo delle risorse
a disposizione




CONTESTO “SOCIALE"/
PROTAGONISTI
SCENARIO LINEE GUIDA
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Sviluppo degli indicatori di
qualita delle attivita sanitarie

«E esplosa Dindustria degli indicatori di
qualita delle attivita sanitarie.

Dopo due decenni di ambizioni di verifica
professionale, di aspirazioni di
accreditamento e di mania di linee guida;
I'interesse della “comunita del
miglioramento della qualita™ sembra si sia

spostato verso il fenomeno degli indicatori»
Klazinga e coll. Intern. J. Qual. Health Care 2001; 13: 433-38

LINEE GUIDA E INDICATORI

Cambiamento della situazione per quanto
riguarda la valutazione della qualita delle
attivita sanitarie per mezzo di indicatori

Vecchia tendenza

Nuova tendenza

Iniziativa

Di singoli soggertti
(spesso ricercatori)

Di Organizzazioni

(governative)

Tipo di attivita

Studio analitico

Modalita Ricerca, Procedure,
sperimentazione normative
Atteggiamento Indifferenza, inerzia, Coinvolgimento
operatori ostilita attivo
Uso indicatori Per verificare qualita e Per pagare le
performance prestazioni, per

informare la gente




LINEE GUIDA E INDICATORI

A cosa servono gli indicatori?

Gli indicatori servone a diversi scopi:

Fare confronti: tra professionisti, tra ospedali, nel tempo ..
Esprimere valutazioni: mediante il confronto con standards
Individuare priorita: dove intervenire e con quale ordine?
Valutare attivita e servizi: ho ofttenute i risultati attesi?
Misurare l'efficienza: quali sono i costi dell'interventeo?

Orientare i pazienti nelle scelte: dove e da chi farsi curare]

“Misura cio che ¢ misurabile e rendi misurabile cio che

non lo e”

Galileo Galilei (1564-1642)

aratteristucne aegli inaicatori

affrontare-temi che riguardano
I'oggetto di rilevazione

esprimere soltanto
esclusivamente (accuratezza)
fenomeno che si intende registrare
capacita di registrare i mutamenti
del fenomeno osservato
dati facilmente
reperibili, senza eccessivi costi di raccolta

rilevazioni diverse nel tempo
presentano carattere di confrontabilita
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Indicatori tecnici

SenoRXx, Inc. (NGM)

INDICATORI
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QUALI INDICATORI ?7?

Due strumenti che aiutano al reperimento di dati
per la costrugione degli indicatori

Performance\

Measurers




INDICATORI DI QUALITA':
CALCOLO E MONITORAGGIO

Misurare e valutare (1)

Misurare: determinare
mediante appositi strumenti, la
quantita o l'‘estensione di un
oggetto, di una grandezza, di un
fenomeno

Valutare: accertare il valore di un intervento attraverso
la comparazione tra criteri predefiniti e dati raccolti ad hoc,

al fine di prendere decisioni pit informate o per capire le
cause di un certo fenomeno 4 =% N
e reme! Perche valutare cio che facciamo?
Molto di cié che costituisce il nostro }_@.,P‘,,.fe,,:dn-t—a,,,e,,,;
lavoro inizia e finisce senza lasciare di conoscere un errore
alcuna traccia quande le fai di nuovo.

I processi di apprendimento e di ~

miglioramento implicano la verifica dei

risultati raggiunti e lindividuazione T
delle azioni correttive. Senza verifica \:lf/
non & possibile immaginare alcun . >\
rogresso [ =
preg ”-“-(%(&
Disporre di molti dati e di molti indicatori non ci "‘\
rassicura affatto sulla qualita delle cure. Dati _f\-l\.

ridondanti o poco significativi generano solo sprechi <~
e confusione




azmemze [INDICATORI DI QUALITA’

Ontario Hospital Association
Dr. Hartley Stem, Provincial Head of Surgery,

< )
The Ottawa Hospital Cancer Centre
May 15%, 2007

L'INDICATORE DI QUALITA® DERIVA DALLE
RACCOMANDAZIONI MA
NON E"UN PARAMETRO BENSI'UN RAPPORTO
CHE IDENTIFICA ,DEFINISCE E MISURA UN
PROCESSO O UN INSIEME.

INDICATORI DI ESITO / PROCESSO STRUTTURA /
INDIVIDUAI |



INDICATORI DI QUALITA’

‘ Indicatori e qualita delle cure
|

Gli indicatori non misurano direttamente la qualita

Essi rappresentano dei segnali che dirigono l'attenzione verso
aspetti delle cure destinati ad essere approfonditi

&l indicatory sono come
| cane che punta la
| preda: e il cacciatore
L+ | che interpretfa i segnali
| e interviene al momento
opportung




INDICATORI DI QUALITA
ESPERIENZA SQTM E QT

de Modfa Weislzza Prefit  Stument 7 ‘ o
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GISMa - Programma "Eurapa contro il cancro” - EUSOMA - CPO Piemonie i
i scheda computerizzata sulla qualita
deltrattamento del carcinoma mammario

zioni | versioni | o campi | indiatori | download | manuale | fag | siow

english version

al software

SOTM (Scheda computenzzata per il controllo
dalla Qualitz del Trattamento del carcinoma
Fammario) & un software che si propone di

fatilicare 1| monitoraggic della qualita della %
dagnosi, del trattamarto e del follow-up del Gennaio 2006
carcinoma mammario & di indicaton di efficada
dello screening mammografico. 11 progetto 1 e iy
ondotto da un gruppe multidisciplinare del E dlSpobHe la | |
Guppo Italiano per lo Screening Mammografico versione 3.49 di SQTM,
(615Ma). I coordinamento del progetto, che ha s
wsufuits i finanziamenti del programma Per scaricarla
"Europe Agzinst Cancer’ della Commissione cliccare qJ'
— Ewropea e dellARC, & dellUnitd di At

Epidemiclogia, Centro di Rifermento Regionale
per IEpidemiclogia e la  Prevenzione
Cricologica (CPQ-Piemaonte], Toring,

Cuests applicazione & stata ideata per la

venfica e 'assicurazione di qualica dells terapia

el cardnoma mammaric e degli intervent su lesioni mammarie benigne. 5QTM consente di
calcolare gli indicatori di qualta definiti dal G.1.5Ma. e dal Gruppa di Trattamento della Forza
Cperativa Nazionale sul cardnoma della mammella, pubblicati nell'edizione 1997 del Protocolle
FO.N.CaM. Consente inoltre di calcolare il set minimo di indicatori definito nelle linee guida per la
chirurgia della terza edizione delle European Guidelines for Quality Assurance in Mammography
Sereening (2001). Gl utlizzatori di SQTM potranno elzborare gli indicaton ed effstuare altre analisi
L= 541 propri dati ed eventualmente partedpare 3 studi multicentnic. =
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@ ABOUTEUSOMA @ GUIDELINES & PUBLICATIONS @ BREAST UNITS B NEWS [ EVENTS £ BECOME A MEMBER

QUALITY TREATMENT AUDIT SYSTEM

BREAST UNITS The QT Audit System is created to assist in monitonng
of breast cancer diagnosis, treatment and fallow-up.

Intraduction
Breast Unit The QT includes various sections such as screenin i i
Guidelines ¢ % - Members Login
assessment, surgery, pathology,
F [l ! e
b QT Audit System radiofhomone/chemotherzpy and fallow-p. —
Accreditation ) ;
Pracess Users can choose to use all sections or just select some
Passuond
of them,
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Below you can find 3 shart presentations in power point — =
DEve User name so

format to download and save in your computer, £ can login quicker
i next time.
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Indicatori sulla chirurgia {tabella 4) I N D I ‘ A I O R I
Indicatori Obiettivo
Attesa dell'intervento chirurgico 280%
Indica la proporzione di pezienti operate la prima valta per lesioni mammarie sospette
(quakiasi diagnasi; solo pazienti per le qualila prima tarapia é la chirurgia) entro tre Fg‘esi:letatile']
0 quattro (“accettabile”) settimane dall'indicazione chinurgica, sul totale delle pezienti operate
per lasiona mammaria sospetta per le quali si dispone dell'informazione.
Attesa dellintervento dalla mammografia di screening -
Indica la proporzione di pazienti operate la prima velta per lesioni mammania sospette
gfléaﬂpgamgi: saolo pazieﬂﬁ pﬂr la ?Jle d?ﬂom teriapia sl ch’rulerg"a} entro 60 20 giorni
a mammodgrafia di scresning, sultot pazienti operate per lesione mammaria
saspetta per le quali si dispona dellinformazione.
Escissione Mma biopsia chirurgica 28| “Interventi conservativi nei casi pT1 285%
Indicala one di pazienti con lesioni non palpabili (benigne o maligne) ascisse alla prima Indica la poporzione di pazienti con diagnasi di carcinoma mammario invasivo di diametro
Bl Chinimica, 4o débe pa2at Operts st lsiont e palpotal L4 yaktazions patologkio @ Mok 50 mm (A1, inclust | microlvasivi, nan Clinicamente muRicontico
della comettezza dell'escissions non riguarda lo stato dei margini ma il fatto che fa biopsia o multifocale, operate con intervento di tipo consavativo, sul totale delle donne operate
sia fallita (alla mammografia succassiva si riscontra la medasima lesions identificata con la medesima diagnosi.
alla mammografia diagnostica). Ilntgminﬂ oonso_mﬁc\"lj noi_C[}tS <2 om o o stw di diamet 285%
Esecuzione congelatore lesioni diametro <1 cm <5 Indica la proporzione di pazienti con diagnosi di carcinoma mammario in situ di diametro
Pkt sl e s ek Do oamsuie, kol i st s o e g ot
h ; ; i ini i eianti in o i Margini indenni all'intervento definitivo 205%
intraoperatorio (sulla lesione o sul marginij sul totale di pazienti con la medesima diagnosi. indica la proporzione di intarventi conservativi (ccnsiderare Pulimo intervento sulla mammella)
Rx pezzo operatorio 205 per cancroinvasivo o in situ che abbiano assicurato I'indennita dei margini (in questo caso
Proporzione di pazienti per le sia stata esaquita fa radiografia a due proiezioni del pezzo definita come distanza minima >1 mmj, sul totale delle pazienti cperate consavativamente.
ratorio, sul totale delle pazienti sottoposta a biopsia escissionale o a intervento La distanza minima scalta & arbitraria ¢ non deve esssre interpretata come
Operatorio, p ottopostaal una raccomandazione clinica. L'obiattivo indicato & dunque corwvenzionale ed & stato definito
conservativo per lesions non palpabile (qualsiasi diagnosi). per consantire il monitoragagio & assisters nell'approfendimento di quasta preblematica.
Un sole intervento a seguite di diagnosi preoperatoria 280]  Numero linfonodi asportati >0 205%
Proparziona di pazienti nells quali il primo intervento non & stato sequito da ulterior interventi Indica la proporzione di pazienti operate per carcinoma mammario invasivo e sottoposte
locali par ascissione incempleta, sul totake delle pazienti con cancro mammario invasivo o in situ a dissezione ascellare (qualsiasi livello) in cui siano stati asportati almeno 10 linfonodi,
oparate in prasanza di diagnosi preoperatoria citologica o istologica pasttiva per cancro (G50 BS). sul totale delle pazienti operate per carcinoma mammario invasivo e linfoadenectomizzate.
Stadiazione ascellare con solo linfonodo sentinella negli NO 205%
Indica la proporzione delle pazienti Eso in cui & stato esaguito il solo linfonodo sentinella sul
—| _totale delle pazienti con carcinoma invasivo dalla mammella sottoposte a stadiazione ascellare.
| Dissezioni ascellari nei CDIS <5%
Indica la proporzione di pazienti con diagnosi di carcinoma duttale in situ (esclusi
i microinvasivil sulle quali sia stato esaguito intervento di dissezione as (quakiasi livello)
o sampling, sul totale delle pazienti operate con tale diagnasi.
Esecuzione in opriata di linfonodo sentinella o dissezione ascellare (benigni, lobulari 200%
@ in situ di grado basso e intermedio)
Indica la proporzione di pazienti con diagnosi di lasione benigna, carcinoma lobulare in situ
o carcinoma duttale in situ (esclusi i microinvasivii di basso grado e intermedio sulle quali sia
stato eseguito un intervento di dissezione ascellare (qualsiasi livello) o linfonodo sentinella
sul totale delle pazienti operate (escluse lesioni sincrone) con tale diagnosi.
Ricostruzione immediata -
Calcola la rzione di pazienti (carcinomi invasivi o in situ) mastectomizzate per le quali
& stata ase ricastruzione immediata, sul totale delle pazienti per le quali & disponibile
linfermazione.
Ricostruzione immediata negli NO (CDIS e invasivi <3 cm) 280%

Calcola la proporzione di pazienti mastectomizzate con lasioni NO in situ e micrcinvasive

di qualsiasi dimensione o invasive con diametro <3 cm per le quali & stata asaguita

lar ruzione immediata, sul totale delle lesioni con le medesime carattaristiche per le quali
& disponibile lnformazione.




ESEMPI INDICATORI SQTM

2182. INTERVENTO ENTRO 60 GIORNI DALLA MAMMOGRAFIA Dl
SCREENING

Calcola la proporzione di pazienti operate la prima volta per lesioni mammarie sospette (qualsiasi diagnosi, solo
pazienti per le quali la prima terapia € la chirurgia) entro 60 giorni dalla mammografia di screening, sul totale delle
pazienti operate per lesione mammaria sospetta per le quali si dispone dell'informazione. Calcola separatamente |l
numero di pazienti per le quali non si dispone della data dell'intervento o della data della mammografia di screening.
Il calcolo di questo indicatore richiede la compilazione del dato relativo alla variabile C09 (data mammografia di
screening) della sezione screening. Nel caso non tutte le lesioni abbiano tale provenienza, prima del calcolo
dell'indicatore selezionare le lesioni identificate allo screening impostando la selezione D01=1.

Campi considerati: NOO, D24, C09, E05, G07, B03, D01, C02

Casi eleggibili: (NOO=1 OR ISNULL(N0O)) AND (NOT (D24 IN (4,5,6)) OR ISNULL(D24)) AND NOT (B03 IN (2,3))
AND (D01<'2' OR ISNULL(D01)) AND (NOT CO2 IN (3,8) OR ISNULL(C02))

di cui al denominatore: (DATEDIFF(d,[C09],[E05])>0 AND (NOT ISNULL(C09)) AND (NOT ISNULL(EO5))) OR
(DATEDIFF(d,[C09],[G07])>0 AND (NOT ISNULL(C09)) AND (ISNULL(E05)) AND (NOT ISNULL(G07)))

di cui al numeratore: (DATEDIFF(d,[C09],[E05])<=60 AND NOT ISNULL(E05)) OR (DATEDIFF(d,[C09],[G07])<=60
AND ISNULL(E05) AND NOT ISNULL(GO7))



ESEMPI INDICATORI SQTM

POl1. DIAGNOSI CITO/ISTOLOGICA PRE-OPERATORIA POSITIVA O
SOSPETTA

Calcola la proporzione di pazienti operate per cancro invasivo o in situ (palpabile o
iImpalpabile) che avevano avuto una diagnosi pre-operatoria citologica o istologica
positiva 0 sospetta per cancro, sul totale di pazienti operate per cancro invasivo o in situ
per le quali si dispone dell'informazione sul fatto che abbiano eseguito o non abbiano
eseguito agoaspirato mammario oppure agobiopsia (tru-cut, core biopsy) prima
dell'intervento.

Calcola separatamente il numero di pazienti per le quali non si sa se hanno avuto una
diagnosi preoperatoria o0 non si conosca la natura di tale diagnosi.

Campi considerati: NOO, 101,D08,D09
Casi eleggibili: (I01 IN (2,3,4)) AND (NOO IN (1,9) OR ISNULL(NO0O0))
di cui al denominatore: DIAPRE IN (0,1,2,3,4,5)

di cui al numeratore: DIAPRE IN (4,5)



ESEMPI INDICATORI SQTM
MISURAZIONE RECETTORI ORMONALI

18C. MISURAZIONE RECETTORI ORMONALI DISPONIBILE

Calcola la proporzione di pazienti operate per carcinoma mammario invasivo (esclusi
microinvasivi) in cui sia stata fornita la misurazione, sul totale delle pazienti operate per
carcinoma mammario invasivo. Calcola separatamente il numero di pazienti operate per
carcinoma mammario invasivo per le quali non si sa se sia stato fornito il dato.

Campi considerati: 101, NOO, BO3, 138
Casi eleggibili: 101=4 AND (NOO=1 OR ISNULL(NOO)) AND NOT (B03=3)
di cui al denominatore: I38 IN (0,1,2)

di cui al numeratore: 138 IN (1,2)



ESEMPI INDICATORI SQTM
CHIRURGIA

2183. INTERVENTO ENTRO 90 GIORNI DALLA MAMMOGRAFIA Dl
SCREENING

Calcola la proporzione di pazienti operate la prima volta per lesioni mammarie sospette (qualsiasi diagnosi, solo
pazienti per le quali la prima terapia € la chirurgia) entro 90 giorni dalla mammografia di screening, sul totale delle
pazienti operate per lesione mammaria sospetta per le quali si dispone dell'informazione. Calcola separatamente il
numero di pazienti per le quali non si dispone della data dell'intervento o della data della mammografia di screening. Il
calcolo di questo indicatore richiede la compilazione del dato relativo alla variabile C09 (data mammografia di
screening) della sezione screening. Nel caso non tutte le lesioni abbiano tale provenienza, prima del calcolo
dell'indicatore selezionare le lesioni identificate allo screening impostando la selezione D01=1.

Campi considerati: NOO, D24, C09, E05, G07, B03, D01, C02

Casi eleggibili: (NOO=1 OR ISNULL(NOO)) AND (NOT (D24 IN (4,5,6)) OR ISNULL(D24)) AND NOT (B03 IN (2,3))
AND (D01<'2' OR ISNULL(D01)) AND (NOT CO2 IN (3,8) OR ISNULL(C02))

di cui al denominatore: (DATEDIFF(d,[C09],[EO5])>0 AND (NOT ISNULL(C09)) AND (NOT ISNULL(EO5))) OR
(DATEDIFF(d,[C09],[G07])>0 AND (NOT ISNULL(C09)) AND (ISNULL(E05)) AND (NOT ISNULL(G07)))

di cui al numeratore: (DATEDIFF(d,[C09],[E05])<=90 AND NOT ISNULL(EO5)) OR (DATEDIFF(d,[C09],[G07])<=90
AND ISNULL(E05) AND NOT ISNULL(GO07))



ESEMPI INDICATORI SQTM
CHIRURGIA

15A. INTERVENTO CONSERVATIVO IN CASI Pt1

Calcola la proporzione di pazienti con diagnosi di carcinoma mammario invasivo di diametro
patologico e diametro totale (che include la componente in situ che si estende oltre il carcinoma
invasivo) uguale o inferiore a 20 mm (pT1, incluso microinvasivi), non clinicamente multicentrico o
multifocale, operate con intervento di tipo conservativo, sul totale delle donne operate con la
medesima diagnosi. Calcola separatamente il numero di pazienti con la medesima diagnosi per le
quali non si dispone dell'informazione sul tipo di intervento eseguito.

Campi considerati: 101, ULTINT, D11, PT, 122, BO3

Casi eleggibili: (101 IN (3,4)) AND (D11 IN (0,9) OR ISNULL(D11)) AND (PT IN (1,1A,1B,1C)) AND
(NOT (122<20 AND 122<999) OR ISNULL(122)) AND (NOT (B03=3))

di cui al denominatore: ULTINT IN (1,2,3,4,5,6,7)

di cui al numeratore: ULTINT IN (1,2,3,4)



ESEMPI INDICATORI SQTM
CHIRURGIA

14. CDIS SENZA DISSEZIONE ASCELLARE

Calcola la proporzione di pazienti con diagnosi di carcinoma duttale in situ o C.I.S. non
altrimenti specificato (esclusi microinvasivi) sulle quali non sia stato eseguito intervento di
dissezione del cavo ascellare (nemmeno | livello), sul totale delle pazienti operate con
tale diagnosi. Calcola separatamente il numero di pazienti con la stessa diagnosi per le
guali non si sa se sia stata eseguita dissezione ascellare.

Campi considerati: 101, 111, GO1, B03
Casi eleggibili: 101 =2 AND (i11<10 OR ISNULL(111<10)) AND NOT B03=3
di cui al denominatore: GO1 IN (0,1)

di cui al numeratore: G01=0



ESEMPI INDICATORI SQTM
CHIRURGIA /RICOSTRUZIONE

12C. RICOSTRUZIONE IMMEDIATA

Calcola la proporzione di pazienti (Ca invasivi 0 in situ) mastectomizzate per le quali €
stata eseguita ricostruzione immediata, sul totale delle pazienti per le quali € disponibile
I'informazione.

Campi considerati: 101, HO4, ULTINT
Casi eleggibili: 101 IN (2,3,4,5) AND ULTINT IN (5,6,7)
di cui al denominatore: (NOT ISNULL(HO4) AND H04<9) OR ULTINT=7

di cui al numeratore: HO4=1 OR ULTINT=7
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summary document

Breast cancer is currently the most frequent cancer and the
maos frequent cause of cancer-induced deaths in women in
Europe | 1], Demographic trends indicate a continuing increase
ystemmatic ey

in this substantial public health problen
detection through screening, effective diagnostic pathways
and optimal treatment have the ability to substantially lower
current breast cancer mortality rates and reduce the burden
of this discase in the population,

order that these benefits may be obtained, high-quality
services are essential. These may be achieved through the
underlying basic principles of training. specialisation, volume
levels, multidisciplinary team working, the use of sct targets and
¢ these prin

performance indicators and audit. Ethical
should be regarded as applying equally to symptomatic
diagnostic services and screcning.

Breast cancer Is a major cause of suffering and death and s of sigrificant concem to many women. Early
detection of breast cancer by systematic mammography screening can find lesions for which treatment is more
effective and generally mone favourable for quality of life. The potential harm caused by mammography includes
arotiety and morbidity, irapprogriate aconomic
radiation. Itis for this reason that the strongest possible emphasis on quality control and qualty assurance i
ity Assurance i Breas! Cancer Screening and
Diagnogis has been an initiative within the Europe Against Cancer Programma. The fourth edition of the
multidiscipinary guidelines was published in 2006 and comprises ~400 pages divided into 12 chaplers
prepared by >200 authors and contributors. The multidsciplinary editordal board has prepared a summary
document to previde an ovendew of the fundamental paints and principles that shoubd suppon any uality
screaning o diagnostic service. This document includes a summary table of key performance indicators and is
presanted hene in order 1o make these prnciples and sandards known 10 a wider scientific community.

Key words: best practice, breast cancer screening, cerfification, multideciplnary dagnosis, qualty assurance
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cost and the use of ionising

The fourth edition of the European Guidelines for Quality
Assurance in Breast Cancer Screening and Diagnosis
maintains the focus on screening for breast cancer of the
previous editions while at the same time supporting the
provision of highly effective diagnostic services and the
of specialist breast units for treatment of women,
¢ of whether a breast kesion has been diagnosed
programme or not. This approach also
supports the resolutions of the European Parliament in June
2003 and October 2006, calling on “uropean Union (
member states to make the fight agains breast cancer a health

policy priority and to develop and implement effective

strat

gies for improved health care encompassing screening,
diagnosis and treatment throughout Europe [3, 4],

The primary aim of a breast screening programme is to
reduce mortality from breast cancer through early detection.
Unnecessary workup of lesions which show clearly benign
features should be avoided in order to minimise anxiety and

maintain a streamlined cost-effective service. Women attending

a sympiomatic breast service have different needs and anxieties
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LINEE GUIDA E INDICATORI

1. Target OD (2AT4.1)

2. Spatial resobution (2AT4.1)

3. Glandular dose—PMMA thickness at 4.5 cm (2AT4.1)

4. Theeshold contrast visibility (2AT4.1)

5. Proportion of women invited that attend for screening (1T32)

6. Proportion of dligible womsen relavited within the specified scrooning interval (11
7. Propomion of dligible womsen relavited within the specified screoning interval + 6

32)

months (1T32)

8. Proportion of women with 3 radiographically acceptable screening examination
38, (54.30)

9. Proportion of women informed of procedure and timescale of receiving resubts
(3.8, 5.4.5.1)

10, Proportion of women undergning a technical repeat scroening examination
(1T32, 3.8, 4T2, 54.0.1)

11, Proportion of women uderpoing additional imaging at the time of the screening
examination in order 1o further clarify the mammographic appearances (1T32)

12. Proportion of women recalled for further sssessment (1T32, 4T2)
Inidal sreening examinations
Subsequent screening examinations

13, Proponion of screencd women subjected 1o carly recall following diagnostic
asmesment (4T2)

14. Breast cancer detection rate, expressed as a multiple of the underlying, expected,
breast cancer IR in the absence of screening (1733, 4T1)
Initial screening examinations

a gular screening
15. Interval cancer rate as a proportion of the underlying, expected, breast cancer IR in the
abwence of screening (1T33)
Within the first year (0-11 months)

Within the second year (12-23 months)
16, Propomion of screen-detected cancers that are invasive (1T33, 4T1)
17. Propomion of screen-detected cancers that are stage Il (1T33)
Inital srecning examinations
: 1

wular screening
12, Proportion of invasive screen-detecied cancers that are node negative (1T33)
Initial screening cxaminations
i gular screening

19. Proportion of invasive screen-detected cancers th
Initial screening examinations
- lar screening

20. Proportion of invasive screen-detected cancers that are <15 mm in size (7A.2)

21. Proportion of invasive sreen-detected cancers <10 mm in size for which there was no
frozen section (5.8.2, 9T1)

22, Absalute semsitivity of FNAC 5.5.3, 64 Al3

23. Complete sensitivity of FNAC (5.5.3, 6A AL3)

24. Specificity of FNAC (5.5.3, 64 Al.3)

25, Absolute sensitivity of core biopsy (5.5.3, 64 A1.3)

26, Complete sensitivity of core bopsy (5.5.3, 64 AL3)

27. Specificity of core blopsy (5.5.3, 6A A1.3)

25, Frog of localised Ipable ledons fully cxcised st the first operation
(472,582, 7A%)

29. Proportion of image-guided FNAC procedures with insufficient result (4T2, 5.5.2)

30, Proportion of image-guided FNAC procedures from beions subsequently proven to
be malignant, with an insufficient result (4T2, 5.5.2)

31. Proportion of patients subsequently proven 1o have breast cancer with a preoperative
FNAC or core biopsy at the disgnosis of cancer (7B.2)

32. Proportion of patients subsequently proven to have clinically occult breast cancer with
a preoperative
FMAC or core

are 10 mm in size (1T33, 4T1)

sy that is diagnostic for cancer (78.2)

DIAGNOSI
PERFORMANCE INDICATORS

14-1.9 OD
>12 Ipfmem
<L5 mGy
<1.5%
709
»95%
B

7%

3xIR
15 = 1R

<25%
<109

1.4-1.9 OD
>15 Ipfmm
<20 miGGy
<1.5%
>75%

>3 x IR
>15x IR

>70%
>75%

225%
230%

2955

3, Proportion of image-geided cone/vacuism procedures with an insufficient reah (4T2)
J34. Berign 10 malignant open sergical biopsy ratio in women at initia] and sebsequent
examinations (1T32, 412, 58.2, TA3)
Ji5. Propoetion of wires placed within 1 cms of an impalpable lesion before excision
4TL5827A3)
J36. Proportion of benign diagnotic binpsies on impalpable ledons weighing bess than 30
grams (5.8.2 7A3)
7. Proportion of patients where a repeat operation & needed afier incomplete
exciion (TA4)
J38. Time (in wd) between
Screening mummography and result (412)
Symptomatic mansmography and reah (5.9)
Reesult of screening mammography and offered asessment (4T2)
Resuh of disgnostic mammography and offered assessment (59)
Assessment and isuing of resuls (5
Decision to operate and date offered for surgery (5.9)
9, Time (in wad) between
Screening mummography and result®
<15 wd
s10wid
Sympomasic mammography and result’
Swd
Result of screeningg mammography and offered asesment
<5 wd
s3wd
Reesult of sympromuatic mammography and offered sssessment’
Swd
Asessment and ising of resubts’
<5 wd
Decision to operate and dae offered for surgery®
515 wd
<10 wd

%
ko
A%
W%
T

i & §

$

10 wd

3 wd

3wd
10 wd

§3

$

§

i¥
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RACCOMANDAZIONI

2 Assor

» Education and 1r

e Tollowi

tions expand on these points. An onco-
crvice will also consider the evelution of a surgical

plastic

carcer. Consideration needs 1o be given to the needs and re-
quirements of newly appointed and mature surgeons as well

| as those surgeons in the latter stages of their carcer,

The paticnt’s jou

Diagnosis

All women with suspecied by
formal assessment and investi;
practice defined in the NHS Bre
peerscrecing nhs.uk/breastsereen)  guidelines  or
ic women produced by the ABS

1 cancer should undergo
ation in- accordance with
ast Screening Programme

(www.e

guidelines for sy mplom:
at BASD ™

Decision-making

of Breast Surgery at BASQ, BAPRAS and the Training Interface Group in Breast Su

v { EISO 33 (2007) §1-523

® i of th
of oncoplastic surgery;
& patients are aware that complete breast reconstruction in-
uding the nipple—arcola reconstruction may require
5 al sep. 1 procedures” ™7,
& women who decide against immediate reconstruction
should be reassured that they can discuss delayed recon-
struction subsequently

M are potential lon m implications

Women who find the decision aboul reconstruction par-
st
may
for these women o consider reconstruction

y difficult may benefit from re
o help them through the decision-making proce
be preferabl
as i delayed procedure.

Deciding upon and undergoing breast oncoplastic sur-
gery may be stressful and can have profound psycho-soc
sequ Members of the breast care team can h
viate the impact of these de
of care in which psycho-social and appearane
cerns can be freely raised and addressed.”

dedjusting to an altered body im after breast recon-

ral 1o a psychol,

The patient’s journey

Diagnosis

All women with suspected breast cancer should undergo
formal assessment and investigation in accordance with
practice defined in the NHS Breast Screening Programme
(www.cancerscreeing.nhs.uk/breastscreen)  guidelines  or
guidelines for symptomatic women produced by the ABS
at BASO.? 'V

uetion can be a lengthy process and may never be fully
bolved. The patient has o adjust to: scarming. aliered or

L oany donor sile
LE L

ks of sensation, chan;
out implants and cor ations of surg
The patient’s own perceptions about the resulis of her
rgery may not concur with the perception of a third party.
¥ decisions regarding funther surgery 1o enhance the aes-
etic: result of surgery must be made by the patient, aficr
st tation with the reconstruction leam.

It i= important o recognise that the experience of onco-

CONCems
LT

fistic surgery will also have an impact upon the patient's
rincr and family, who o
0 about reconstructive surgery and support through the
JOCe s,

vy also need access 1o informa-

UETer

Informed consent should Tollow nationally established
idelines (rel: www.ado vaukfconsent; Good practice
consent: achieving the NHS Plan comn 0l o patient
Intred consent practice).

rioperative preparation and anaesthesia

AECs O] & VAmely O] TeconsImcive [ecnmmues,

o 1o discuss perceived risks and benefis:

o 10 discuss the full range of additional procedures
may be required.

implics that the patient
than one preoperative consultation.
The team must =

frequently reguire more

» ensure that:

* paticnts contemplating oncoplastic surgery have realistic
expectations about the outcome of breast reconstction;

Tnroduction

Oncoplastic surgical oper:
quently comples, so often in surgical prac
paticnt selection (which factors in both co-morbidi
patient expectation) is the key 10 success.

C

tions are often long and fre-

FPreoperative assessment
This should pay partic
dis respiratory discase, obesi
These are known to increase the risks of surgery, especi
cardiac  events, chest complications, deep  venous

roatiention to candiovascy

re
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a future mortality reduction from breast cancer in women
wvited to the NBCSP.
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una unica sessione di chirurgia terapeutica e stadiazione.

T THATETOTTE T ™
« Indicatori numerici per la qualita diagnostica
« Calcolo degli indicatori

& Internet | Modalita protetta: attivata

T P ET

- — — -
- _? Facebook | Assunta ... /2 Citologia mammari... 8] Microsoft PowerPor...



LINEE GUIDA/INDICATORI
ANATOMIA PATOLOGICA

nals of Onoology 18 (Supplement 2) B5-88, 2007
doit 101083 annonc/mdmd15

clinical recommendations

Primary breast cancer: ESMO Cunic
Recommendations for diagnosis, treatment
and follow-up

epiderniology planning. When semiquantitative results of
‘ i ' \ - L immunohistochemistry are ambiguous in gty
The crude incidence of breast cancer in the European Union hybridization (FISH or CISH) to determine HER2 gene

is 10997100 000, the mortality 3847100 000 females per year,
however with marked geographical vanation. Incidence is
increasing with age and monrtality is determined by initial stage

and possibly treatment.

amplification should be carried out. bt is possible to directly
carry out a gene amplification stud SH or CISH) and not
carry out the HER2 immunohistochemistry at all.

Routine staging examinations include physical examination,
full bMood cow
diagnosis alkaline phosy

status. This staging is needed for all patients and it can be

5,

routine chemistry including liver enzymes,
atase, calcium and assessment of menopausal

The diagnosis is made on the basis of clinical examination h . il i
< Clag - : acceptable for patients with small clinical tumors (T1) and

radiological investigations (bilateral mammography and

without palpable nodes. For all other cases and in parti

articular cases magnetic resonance i
imaging or ¢ lue) and
pathomorphological assessment. Pathologic diagnosis with fine
aspiration (limited to cases with small nodules or
suspicious areas) or cont needle Bopey should be obtained
before any surgical procedure. Final pathological diagnosis
should be made according te the World Health Organization

ultrasound, in

for candidates to preoperative treatment, the conduct of
tions should be considered prior rather

er imaging techniques may be of

additional investig,

that after surgery.
In patients with higher risk {pathological N2 with four or

more positive axillary nodes or T4 tumors or with laboratory

signs or clinical signs or symptoms suspicious for the presence

of metastases), chest X-ray, abdominal ultrasound and isotopic

classification and the tumor-node-metastasis { TNM) L
. N _ . . bone scan are appropriate |11, B].
T a — T nt decisions are based primarily on endocring
Determination of es ng&n recep tor L]:.R} and proges terone ess of the tumor and secondarily on risk of

. . on has been revised and curer
receptor (PgR) status is mandatory, preferably by hrce risk groups: low, intermediate and high risk
i : : Vascular invasion has been described as mportant

immunochistochemistey [111, B]. Reports of factor, particularly in node- negative disease.
immunohistochemical results for ER and PgR should include
the percentage of ER- and PgR-positive cells. According to the | 50 e by s mutidi

y (. erading a surgical, a medical and a radiation oncologist,
Determination of estrogen receptor (ER) and progesterone and if possible a pathologist in order to integrate local and
receptor { PgR) status is mandatory, preferably by 0 it
immunchistochemistry |11, B]. Reports of
immunochistochemical resubs for ER and PgR should include
the percentage of ER- and PgR-positive cells. According to th
Gallen Consensus, hormone receptors are no longer
included among the prognostic factors but are the most local therapy
relevant predictive factor for the
Immunochistochemical determination of HER2 receptor

. Risk stratifica

lent plan

systemic therapies as well as their sequence (111, B).
The possibility of hereditary cancer should be explored and

counseling of relatives should be considered IV, D],

roice of treatment,

invasive carcinoma

Generally, operable breast cancer is initially treated by surgery,
using breast-conserving surgery or mastectomy, both in
combination with axillary dissection or a sentinel node biopsy.
include

expression should be carried out at the same time for tre

Compsgondency 4 ESMO Head 0o, Vi La Sinta 7, CH-BI62 Viganalio Lugana,

Swtzurnd Contraindications to breast-conserving surger

mors

multicentric tumors, large S3—4cm) in small breasts,

Appeowad by the ESMO Guideines Wordkdng Group: May 2000, st update Docomtor
2006, This Puticalicn SUESACacis T4 panicly PUEshod vrson—Arn E
18 (Supg 1 78 after resection, Sentinel node biopsy should only be carried out

tion and tumor-involved marg

2007 Europoan Socety b Modca Oncoogy
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cancer screening and diagnosis. Fourth

Aonais of Oncology

persons are needed per unit, They must be available 10
counsel, offer practical advice and emotional support.

» The unit must possess suitable and up-to-date imaging and
therapeutic equipment,

= Adjuvant therapies such as radiotherapy or cvtotoxic therapy
may be given at separate clinics or hospitals w the breast unit
but such treatment must be supervised by the main breast
unit and all decisions made by the unit’s multidisciplinary

surgical aspects

.

The surgeon is a member of the multidisciplinary team and
should always personally assess and examine a woman before
accepting her for surgery. The lead surgeon should ensure
that important activities and decisions are not delegated to
unsupervised trainees.

The surgeon must have access to all support services
including radiology and cytology/histopathology, which
conform to established quality assurance guidelines.
Management of cases coming to surgery from screening
programmes should be carried out only by surgeons with
specialist knowledge and expertise, having undergone specific
formal multidisciplinary programme training which include
courses in communication and counselling.

Specified target figures must be observed for successful
removal of mammographic abnormalities and definitive
surgical treatment of those cases following a clear malignant
diagnosis at the first operation. Unnecessary surgical excision
and benign biopsy rate should be minimised.

Accurate marking procedures must be available to the
surgeon in order to improve postoperative cosmesis for those
women having an impalpable lesions. Its aim is to allow full
excision of the tumour with uniform margins. A full report of
the localisation procedure and relevant images must be
provided by the radiologist for the surgeon in the operating
theatre.

Specimen radiography is essential for lesions such as
microcalcification visible on X-ray to confirm excision in
theatre, before skin closure. Such images must also be
available to the pathology department.

Frozen sectioning is generally inappropriate in the assessment
of clinically impalpable lesions.

The surgeon must ensure that women receive information on
treatment options and be aware that breast-conserving

ntrol should be availible.
ily history/genetic service,
discipinary clinic with

ust be available to women

surgery is the treatment 6F
screen-detected cancers. W
be offered a choice of trgatd
delayed breast reconstru i
required.

« Surgeons undertaking axiliy
shoubd receive specific toain

« Mastectomy should be carr)
satisfy criteria eligibility foe
those patients who expréss
high risk factors for local
adjuvant chest wall radiatiof

* Preoperative {neo-adjuvant)
appropriate in order o doy
N .

ovide written infe
it groups and advocacy

be carried out or directly
f trained in breast disease.
ftive than allowing
br or nonspecifically

pultidisciplinary team and
examine a woman before
surgeon should ensure
s are not delegated 10

Il support services
istopathology, which
rance gaidelines.

rgery from screening
only by surgeons with
having undergone specific
he training which include
inselling.

served for successful
palities and definitive
lowing a clear malignant
pecessary surgical excision
pinimnised.

be available to the
perative cosmesis for those
ns. [1s aim s to allow full
n margins. A full report of
hvant images must be
surgeon in the operating

for lesions such as

o confirm excision in
mages must also be

ponit.

ropriate in the assessment

enk peceive information on
at breast-conserving

3
* Patients with locally advane)
combined modality treatmd
control
« Follow-up after treatment I}
the measurement of outcnn)
screening for second prifmal

pathology

+ The pathologist is a key md
team and must participase if
discussions.

« Operative and nonoperativg

with particular probemd thf

impalpable and complex i

disproportionate frequency|

Accurate pathological disgn

prognestically important iy

appropriate pathent maniged

programme monitoring A

+ Al pathology laboratoriss
national standands,

+ A screening programme
of i crative di

surgery is the treatment of choice for the majority of small
screen-detected cancers. Where appropriate, patients should
be offered a choice of treatment including immediate or
delayed breast reconstruction should mastectomy be
required.

Surgeons undertaking axillary sentinel node procedures
should receive specific training and validation.

Mastectomy should be carried out in patients who do not
satisfy criteria eligibility for breast-conserving treatment or in
those patients who express a preference for it. Patients with
high risk factors for local recurrence should be offered
adjuvant chest wall radiation treatment,

Preoperative (neo-adjuvant) chemotherapy must be offered if
appropriate in order to downstage large tumours to allow
breast-conserving treatment,

Patients with locally advanced breast cancer should be offered
combined modality treatment to ensure lasting locoregional
control,

Follow-up after treatment for breast cancer is mandatory for
the measurement of outcomes, assessment of recurrences and
screening for second primaries.

provide a definitive diagosis of breast disease, allowing rapid
referral for treatment, ideally in one procedure. Definitive
nonoperative diagnosis of benign conditions aba allws the
avoidance of surgery and rapid retumn o routine recall,

* The choice of nonoperative sampling lies between fine needle
aspiration cytalogy {FNAC), necdle core biopsy (NCB) or
vacuum-asisted neadle core biopsy (VANCE), Each one has
specific and relative indications for use and written local
protocols should be available clearly defining these

indications,

+ A standard reporting form should be used by pathologists for
NCB/VANCE samples containing patient and unit data
Dietails of the kesion and its radiological appearance, the
localisation technique, specimen type, the presence or
absence of histological calcification and the opinion of the
pathologist shoukd be expressed into one of the five main
canegories ranging from B1 (normal tissue) 1o BS
(malignant). Similar forms should be used for FNAC

* The technique chosen for pathological examination of
surgical excision specimens requires knowledge of the
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Guidelines for the management of symptomatic

breast disease
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KEYWORDS
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Introduction

peaple already diagnased with or thought to have
cancer.” In 2002, the National Institute of Clinical

The publication of the first widely
guidelines for surgeons on the management of
breast cancer in the UK in 1992 followed the
introduction of the national health service breast
screening progr in 1987." Sub: ly guide-
lines in the management of symptomatic breast
disease were published in 1995.%’ The breast group
at BASO jnow the association of breast surgery at
BASO) was closely involved in the initiation and
drafting of both decuments,

In 1995 the Chief Medical Officer published a
policy framework for commissioning cancer ser-
vices, which suggested that the care of malignant
disease should be delivered through cancer centres
and cancer units® and that breast cancer services
should be managed through specialised
departments.

Equivalent standards of care should be delivered
in cancer units as in cancer centres, although some
facilities such as radiotherapy may not be available
locally in cancer units, The breast cancer unit will
usually be based in the District General Hospital but
where hospitals are adjacent it may be more cost-
effective for only one to provide breast care. In
geographically isolated units multidisciplinary con-
sultation by telemedicine may be appropriate to
ensure expert care where the local population s
small.

Excellence p updated 5 On improv-
ing the outcomes for patients with breast cancer.”

The advice of the association of breast surgery at
BASO & that breast cancer care should be provided
by breast specialists in each discipline. They should
waork a3 4 team and provide services from the early
detection of breast cancer through to the care of
patients with advanced disease.

The breast unit

The breast multidi

nary team

It is now widely accepted that multidisciplinary
teams (MDT) form the basis for best practice in the
management of breast disease. The vast majority of
patients attending with breast problems have
benign conditions or variations of normality. The
constituent members of the breast team may be
conveniently divided into two separate but inter-
dependent groups,

» Diagnostic team
+ Cancer treatment team

Diagnostic team

In 2000, the NH5 cancer plan was and
promised impraved access and waiting times for
074879815
dol:10L 1016/ ). ejso. DO0S .02 006

As most patients donot have breast ¥ the
role of the breast clinic is both to diagnose breast

see front matter © 200% Elsevier Ltd. Al rights reserved

Documento dettagliatissimo con
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KEYWORDS
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Introduction

The publication of the first widely disseminated
guidelines for surgeons on the management of
breast cancer in the UK in 1992 followed the
introduction of the national health service breast
screening programme in 1987, Subsequently guide-
lines in the management of symptomatic breast
disease were published in 1995.%? The breast group
at BASD {now the association of breast surgery at
BASO) was closely involved in the initiation and
drafting of both documents.

In 1995 the Chief Medical Officer published a
policy framework for commissioning cancer ser-
wvices, which suggested that the care of malignant
disease should be delivered through cancer centres
and cancer units’ and that breast cancer services
should be managed through specialised
departments.

Equivalent standards of care should be delivered
in cancer units as in cancer centres, although some
facilities such asradiotherapy may not be available
locally in cancer units, The breast cancer unit will
usually be based in the District General Hospital but
where hospitals are adjacent it may be more cost-
effective for only one to provide breast care. In
geographically isolated units multidisciplinary con-
sultation by telemedicine may be appropriate to
enmure expert care where the local population is
small.

In 2000, the NHS cancer plan was published and
promised improved access and waiting times for

people already diagnosed with or thought to have
cancer.” In 2002, the National Institute of Clinical
Excellence produced updated guidelines on improv.
ing the cutcomes for patients with breast cancer.®

The advice of the association of breast surgery at
BASO i that breast cancer care should be provided
by breast specialists in each discipline. They should
work a3 a team and provide services from the early
detection of breast cancer threugh to the care of
patients with advanced disease.

The breast unit
The breast multidisciplinary team

It is now widely accepted that multidisciplinary
teams (MDT) form the basis for best practice in the
management of breast disease. The vast majority of
patients attending with breast problems have
benign conditions or variations of normality. The
constituent members of the breast team may be
conveniently divided into two separate but inter-
dependent groups.

» Diagnostic team
* Cancer treatment team

Diagnostic team
As most patients do not have breast malignancy, the
role of the breast clinic is both to diagnose breast

OT48-THBL/S - see front matter © 2005 Elsevier Ltd. Al rights reserved.

dolz10L 1016/ ejso. 200502006

Risulta uno dei piu importanti
documenti al fini
dell’'elaborazione degli
Indicatori sia FONCaM che
GISMa
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¥ Patient waiting times

Guidetines for the managemed
breas

DN

59

N

Outcome measures

Patients, whom the GP suspects of having breast o breast disease
cancer, should be seen within 2 weeks of referral. \

Breast units should inform general practitioners \

how they may rapidly access breast clinics. i be makeged by staft

The association of breast surgery at BASO rec- [ehnireqidseseto

Every breast unit must have a written protocol for the
management of breast disease

ommends that all patients are seen as soon as possible
to relieve anxiety and because a small proportion of
breast cancers are detected in patients with a |as of haflng breast
seemingly benign presentation. The published results |2 week jf referral.
of the effect of delays in diagnosis are conflicting, *"3? c
but delays of more than 6 months may lead to
impaired survival®' (Level 2 evidence). i c
Surgical, radiological and pathological findings blished results

should usually be discussed at multidisciplinary conflicting,
. . . iths may lead to
team meetings before diagnostic results are con- )
ol findings

firmed to patients. at multidisciplinary

stic results are con-

ication with the patient

.

Patients should be encouraged to bring a partner
or friend with them when the results are being
discussed.

Breaking bad news should be done in a pro-
fessional way. The person conducting the con-
sultation must be a member of the
multidisciplinary breast team and the breast
care nurse would usually be present. It should
take place in an appropriate environment with
adequate privacy.

The follow-up arrangements should be clear and
the patient must know how to access the breast
care nurse and other relevant components of
their care plan.

Treatment
Treatment planning

Each breast unit will have written protocols on the

treatment of breast cancer, which were formulated

and agreed by the breast multi-disciplinary team.

The treatment of patients should usually follow

these protocols, although it is accepted that there

may be reasonable exceptions. The reasons for not
ll should be doc d.

Following diagnosis, patients must be given
adequate time, information and support in order
te make a fully informed decision concerning their
treatment. This must include discussion of suitable
treatment options with the surgeon in liaison with
the breast care nurse. The treatment options
offered should be agreed at a multidisciplinary
meeting and the decisions agreed with the patient
should be recorded. In the event of a patient
refusing the recommended treatment options this
should be recorded (Table &).

Close communication must be maintained
between surgeons and oncologists to plan primary
treatment and to facilitate subsequent adjuv,
therapy. A care plan for each patient musl
up. It must take account of factos
both survival and of local or f
the age and general health

ictive of
nal recurrence,
patient, the social

circumstances and
should enable r

wmenwhowsn ] Avoidance of delay in surgical treatment \

When a decision has been reached to offer surgical
musst ' treatment, patients should be offered a date for
" operation rather than be placed on a waiting list.
facffives foramultl) Reconstruction procedures will require logistical
planning but should not lead to significant delay. All
diagnostic and therapeutic operations are urgent.
An operation for diagnostic purposes should be
within 2 weeks of the decision to operate. The
dignestie and theel maximum wait for therapeutic surgery should be 1
month from the date of diagnosis, except where

"J hen a decision has
trpatment, patients
offeration rather thal

montNom the da treatment is planned to be delayed. The NHS cancer
plan® sta plan’ states that patients should have a maximum

wait of 1

200z, s sthgard | Wait of 1 month from diagnosis to treatment. In

onths wait from urgent GP referral to treatmen#

2002, this standard was extended to a maximu)mz/
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Consensus Conference on Breast Conservation

Gordon F Schwartz, MD, MBA, FACS, Umberto Veronesi

MD, FACS{Hon), Krishna B Clough, MD,

J Michael Dixon, MB, ChB, FRCS(Eng), FRCS(Edin), lan § Fentiman, MD, DS,
Sylvia H Heywang-Koébrunner, MD, Roland Holland, MD, D, Kevin 5 Hughes, MD, FACS,
Robert E Mansel, Mg, M5, FRCS, Richard Margolese, MD, Ellen B Mendelson, MD,

Ivo A Olivorto, MD, FRCPC, Juan I Pal
the Consensus Conference Committee®

Inasi

rle generation, treatment of most women with
arlv-stage br

ast cancer has changed dramatically. Clin

ical rrials with more than 20 years followup have docu-

mented thar, for appropriately selected parients, breast-
conserving operations followed by whole-t
have outcomes equivalent to mastectomy. The appropriate

irmadiation

sclection of paticnts remains controversial, Questions

remain about the role of new diagnostic imaging modal-
ities, radiation therapy techniques, achieving optimal
cosmesis, and the choice and riming of adjuvant
chemotherapy.

To address these issues, the Fifth Internati
sensus Conference of the Breast Health Ins

nal Con-

tute, co-
sponsored by the European Institute of Oncology, was
ned in Milan, Italy, April 29 through May 1, 2005,
group of experts in breast cancer and breast

convs

inviting

conservation, representing each of the disciplines in
‘rom recorded tran-
scripts of the discussion, these proceedings were written
and conclus

volved in the care of these patients.

o summarize the opini ions of the entire

group. The conference dealt only with invasive cancer;
ductal carcinoma in situ was intentionally not discussed.

DEFINITION

Breast-conserving therapy (BCT) implies complete re-
moval of the breast tumor with a concentric margin of
hy tissue performed in a cosmerically
usually followed by
jon of the axillary

surrounding h

acceprable manner (lumpectomy

radiation therapy. Surgical cvalua

st o commsi

*Soe Appendis f ¢ meembers and dheis o
Spomared by the Brrast Health [ Philadclphia, PA,
School of Chacokagy, Milun, luly. Apal 28 so May |
Repeirnted with permission from Caces Vohume 107, e 2, July 15, 2006,
Capyright © 2006 American Cancer Sociery, Cancer is pubdished by John
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lymph nodes is customarily part of breast conservation:
the panelists agreed thar reatment of the breast and
axilla should be considered separately; presence of
pathologically pasitive
traindication to breast conserv:

il

rmph nodes is nota con-
on,

QUTCOMES AFTER EREAST CONSERVATION

BCT and mastecromy offer equivalent longrerm surv

al

for appropriately selected patients. Breast conservation

does imply risk for “in-breast” recurrence or a new pri-

mary cancer in the same breast. Unlike local recur

nee

after mastectomy, usually a forerunner of systemic dis

ease, most panelists agreed that in-breast recurrence 2
BCT can be an isolated event treared successfully by
additional operation, usually mastecromy. Nevertheless,

there was unanimous support for every effort being

made to achieve optimal local control.
The goal of BCT should be a 10-year local recurrence

rate berween 5% and 10%%; Demograph-

ics of the treared population might produce variations in
these observations, but the group unanimously sup-
ported these 10-year benchmarks.

Trearment of in-breast recurrence is raditionally by
mastectomy, with or withour reconstruction. Several
panelists championed local excision alone for recurrence
as ductal carcinoma in situ or for small invasive umors,
but acknowledged thart a second attempr ar brease con-
servation is associated with increased risk of additional
Use of accelerated partial breast irradiation
discussed later) to trear an in-breast recur

recurnence,

(APBI:

nee

was discussed; there was no agreement on appropriate

sch an approach. All agreed that a short
»

indications for

interval berween initial reatment and recurrence |
and APEl would be inap-

All concurred that a second

vea

rs) implies radioresistan

propriate in those patic

ation is not appropriate,
N events.

course of whole-breast irr

spective of the time betw,

Occurrence and rreatment of ary recurrence was
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NICE GUIDELINES SHORT VERSION

Early and locally advanced breast cancer Assessment of the axilla

Assessment of the axilla

Patient group Actions

Having breast conserving surgery and
not considered at high risk of invasive
disease. Patients at high risk include
those with a palpable mass or
extensive microcalcifications

{Having mastectomy ® Offer SLNB. /

Patients with early invasive bre

Patient group Actions

All being investigated ® Perform pretreatment ultrasound evaluation of the axilla,
¢ If morphologically abnormal lymph nodes are identified, offer
ultrasound-guided needle sampling.

® Do not perform SLNB routinely.

B S VR oty Conre o Carcer

No evidence of lymph node involvement | ® Perform minimal surgery, rather than lymph node clearance.

on ultrasound, or negative SLMB is the preferred technique.

ultrasound-guided needle biopsy ® SLNB should only be performed by a team that is validated in
the use of the technigue, as identified in the NEW START
training programme®,

® Perform SLNE using the dual technique with sotope and

blue dye.
Macro- or micrometastases shown in e Offer further axillary treatment. Axillary lymph node dissection
SLN, or preoperative ultrasound-guided (ALND) is the preferred technique because it gives additional
needle biopsy with histologically staging information
proven metastatic cancer
Only isolated tumour cells in SLNs ® Do not offer further axillary treatment. Regard as lymph
node-negative.
All ® Breast units should audit their axillary recurrence rates,

5 NEW START Sentinel Lymph Node Biopsy Training Programme, Royal College of Surgeons of England
{waww.reseng, ac. ukdeducation/coursesinew_start. html)

. S

Issue date: February 2009. Early and locally advanced breast cancer. Diagnosis and treatment.
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Early and locally
advanced breast
cancer:

diagnosis and treatment

This guideline updates and replaces NICE technology appraisal
guidance 10% (docetaxel), 108 ipaclitaxel) and 107 itrastuzumaly

Full Guideline
February 2009

./Recommendations \

e For all patients treated with breast conserving surgery for DCIS a minimum of 2 mm
radial margin of excision is recommended with pathological examination to NHSBSP
reporting standards. Re-excision should be considered if the margin is less than 2 mm
after discussion of the risks and benefits with the patient.

* Enter patients with screen-detected DCIS into the Sloane Project (UK DCIS audit).

e All breast units should audit their recurrence rates after treatment for DCIS.

Qualifying statement: The evidence is from observational studies shows that there is no

single size of clear margin that is the optimum for reduced local recurrence rate. These
\_ recommendations are based on GDG consensus. /

AN

,/Recommendations \'\

* Do not perform SLNB routinely in patients with a preoperative diagnosis of DCIS who
are having breast conserving surgery, unless they are considered to be at a high risk of

invasive disease’.

Qualifying statement: There was insufficient evidence to support the routine use of SLNB
in patients with DCIS. There was GDG consensus that patients at a high risk of having
unsuspected invasive disease would benefit from SLNB.

+ Offer SLNB to all patients who are having a mastectomy for DCIS.

Qualifying statement: This recommendation was based on GDG consensus.

. %
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Early and locally . \‘
advanced breast Research recommendation

cancer:

diagnoss and reatment * In the absence of good data about differences in clinical outcome between axillary

radiotherapy and completion ALND, entry into appropriate clinical trials, e.g. AMAROS,
is recommended for early breast cancer patients when the axilla has been found by

T SLNB to contain metastasis.

N J/

Health Economic Evaluation

A joint systematic review of the evidence was conducted to assess the cost effectiveness of

using SLNB as the staging procedure for patients with invasive breast cancer (compared to

ALND or axillary node sampling), and of using SLNB for patients with DCIS; comparing

SLNB to either ALND or no ALND. The volume of economic evidence identified was lim-

ited and referred to patients with invasive breast cancer only. From a total of 80 references

obtained from the search, six studies were identified that were related in some way to the

cost effectiveness of SLNB in patients with invasive breast cancer: one of these studies was a

full economic evaluation (Jeruss et al., 2006), two of them were partial economic evalua-
tions (Fortunato et al., 2004 and Ronka et al, 2004), and three of them were cost studies
(Chirikos et al., 2001, Gemignani et al., 2000 and Perrier et al., 2004).
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RACCOMANDAZIONI

Breast Reconstruction

/'_ s
{ Recommendation \

* Discuss immediate breast reconstruction with all patients who are being advised to

have a mastectomy. and offer it excant where sicnificant comorbidity or (the nead for
nave a mastectomy, and oiler it excepl where significant comoradity or (Ine need Tor)

adjuvant therapy may preclude this option. All appropriate breast reconstruction
options should be offered and discussed with patients, irrespective of whether they arc
all available locally.

Qualifying statement: These recommendations are based on limited clinical evidence
from observational studies and on GDG consensus that immediate reconstruction is an
acceptable procedure that does not disadvantage patients compared to delayed recon

';\ struction. /
S /
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GUIDELINE TITLE
Management of breast cancer in women. A national clinical guideline.

BIBLIOGRAPHIC SOURCE(S)
Scottish Intercollegiate Guidelines Network Nl_Managsment of breast cancer in women. A national clinical guideline. Edinburgh (Scotland):
Scottish Intercollegiate Guidelines Network | SIGN:I, 2005 E. 50 p. (SIGN publication; no. 84). [214 references]

GUIDELINE STATUS

This is the current release of the guideline.

This guideline updates a previous version: Scottish Intercollegiate Guidelines Network (SIGN). Breast cancer in women. A national clinical guideline.
Edinburgh (Scotland): Scottish Intercollegiate Guidelines Network (SIGN), Scottish Cancer Therapy Network; 1998 Oct. 64 p. (SIGN publication;
no. 29).

Any amendments to the guideline will be noted on the Scottish Intercollegiate Guidelines Network (SIGN) Web site.

Breast Reconstruction after Mastectomy

C - The possibility of breast reconstruction should be discussed with all patients prior to mastectomy. (SIGN 29)
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Ductal carcinoma in situ

Ductal carcinoma in situ (DCIS) is a malighant

precursor of invasive breast cancer. The aim of
surgery is to achieve complete excision of the in situ
tumour and to minimise local recurrence. Tumour
multifocality is not uncommon and can lead to high
local failure rates.®” Approximately, 50% of local
relapses after treatment for DCIS are invasive and
not in situ. The indications for mastectomy are
uncertain but extensive micro calcification on the
pre-operative mammogram is a risk factor for local
recurrence after conservation surgery. Observa-
tional studies suggest that high local recurrence
rates occur after conservation surgery for diffuse in
situ carcinoma. The grade of the tumour®® and the
width of the resection margin®® are important
factors in the management of DCIS.

Two published randomised trials of local excision
alone vs excision and radiotherapy have demon-
strated a significant reduction in the risk of

ipsilateral invasive and non—invasive recurrence in
60 61

the radiotherepy—group—at—S—ye Level 1
/ vidence). These data suggest that local recurr
£5 1 1 £ _nric o dicosh \

~ Lymph node staging is not normally reqmred in
DCIS. However, in cases where DCIS is high grade,
appears extensive or presents as a mammographic
~or palpable mass lesion, invasive cancer my

o] O palpable mass 1esion, 1nvasive cancer m
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Introduction
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increasingly impor-

cctations and demand.

weonstr

tion

in appropriately combing an once

ical and acsthetic procedure in one operation with excellent
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is performed by

nstructions were pedormed

procedures by plastic surgeons. Increasingly,
ry is being performed by breast sur

trined in oncoplastic techniques who can offer im-

s

abe reconstruction with both therapeutic and cconomic
benefits,! V52 0
midelines have been written 1o assist with the set-
ice. The
decision 1o commission them was taken by the then
BAPS/BASO Interface Group on behall of the British
siation of Surgical Oncology (BASO) and the Brtish
wis (BAPS) and the leading
. Chris Khoo, Dick Rains
ol Results of randomised

These §

up and delivery o

1 oncoplastic breast se

bury and others is 2

lled trials are sparse in oncoplastic surgery but such
evidence as there s and its Jevel (1-V) s quoted after
TC IR,
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noe 1o all involved in this complex
branch of breast surgery
H.M. Bishop

President, Association of Breast Surg at BASO,
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layed healing, !~ 101 breast

- skin and flap necrosis, wound infection and de- implanis and the use of corrective surgery to the opposite

Breast-conserving sergery and reconsiruction

Intraaperarive management: general principles
| Partics attention should be paid to correct positioning

of the patient with the appropristc ope fable  Ravionale
2 i Poor pla L bre. il 5]
attachments thereby preventing pressure sores, maintaining Poor planning in bec ¥ can result in
[} unacceptable deformil en tothe likely

perfusion pressure and the avoidance of hypoihermia.”

cosmetic result and the impact 3 [ additional treat-
cry techniques can be used to remodd the
o surgery 1o the opposite breast can be an-
are of the importance of observa- ticipated to achieve better symmetry,*' V7]
in colour and temperature of tocorrect volume deficiency can lead 1o bad results.
ppendix. E for flap monitoring Oncoplastic techniques extend the scope for breast-
charth. Appropriste physiotherapy should be started post- conserving  surgery by combining an extensive  local
operatively (see Appendix D on physiotherapy ) excision of the breast parenchyma with 2 simults
reconstruction of the defect 1o avoid local deforminy.”

micnt. Plastic surg
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The use of implants
i

a transposed flap (see /
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Discharge process
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d reconstruction should be
here adequate local excision
nificant risk of local defor-

Selection of breast reconstruction techniques s after:

of the breast volume:

ple resections:
jimpectomy incision:

Historically, the goals of breast reconstruction were t0  f G
1 . brcast parenchyma 1o allow
improve the appearance when clothed and to avoid an
external prosthesis. Surgical advances and increased pa- e s e

. . e T o have had poorly planned
tient expectations have modified these goals. The current e i e o

onstuction of these defor-

aim is to produce symmetry that satisfies the patient’s — Jsmpticuion and reconen

wed in 50% of patients.
easily accepted by these pa-

wishes within the limits of technical feasibility, whilst [0 e e
. . . . .~ . al surgery.

matching the remaining breast in terms of its contour, di- ’
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Clinical practice guidelines for the care and
treatment of breast cancer: 3. Mastectomy or
lumpectomy? The choice of operation for clinical
stages I and II breast cancer (2002 update)

Hugh Scarth, Jacques Cantin, Mark Levine, for the Steenng
Conunittee on Clinical Practice Guidelines for the Care and Treatment of
Breast Cancer®

Dr. Scarth is Assistant Professor in the Departient of Surgery,
Dalhousie University, and is with the Atlantic H-ewltll‘\uemex

Coporation, at Jolm, \H ])l C :umln Associate I’]\ fies:
Department of St
hospitalier de I'Unive
Profiessor m the Depg

and of Medicine and is the }int}u Taylor C1 :h-\n in Breast Cancer
Research, McMaster University, Hamilton, Ot

*The Steenng Committee is part of Health Canada’s Canadian Breast
Cancer [nitiative.

Evidence: Systematic computerized search of MEDLINE (1980 to
May 2001) and CANCERLIT (1985 to May 2001). Nonsystematic
review of breast cancer literature to December 2001.

Benefits: Minimmization of disfigurement offered by BCS.

Harms: The need for radiotherapy and the greater costs associated with
BCS.

Abstract

cians i iaking the most

eeision regarding the

choice of primary m\g‘n fior pot stentially curable breast cancer

Options: Bre 50 referred 10 as

Tumpectony de Ic oy,

C [ al vival, overall survival,
cosme tic results.

Objective: Toa
chmically effe

sist women and their plysi
y

Iirm:ﬁt\ \ll!\ll\ll?‘\l! on of disfigurement )l'h:r ed by BCS,

Harms: The need for radiotherapy and the greater costs associated with
BCS.

Recommendations:

» For patients with stage T or IT breast cancer, BCS followed by
radiotherapy is geners ded. In the absence of special
reasons for selecting 1 oy, the choice between BCS and
mastectomy can be m ing to the patient s
i it and personal

Recommendations:

o For patients with stage I or IT breast cancer, BCS followed by
radiotherapy 1s generally recommended. In the absence of special
reasons for selecting mastectomy, the choice between BCS and
mastectomy can be made according to the patient’s
circumstances and personal preferences.
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Is radiation therapy necessary for DCIS?

One major change in the breast cancer guidelines was incorporation of the option of lumpectormy without lymph node surgery and RT for
essentially all women with DCIS, which received a category 2B recommendation (lower quality of evidence and nonuniform consensus). For the
primary treatment of these women, it joins lumpectomy without lymph node surgery with whole-breast RT (category 1) and total mastectomy with or

without sentinel node biopsy (SNE).

Data from two large randomized clinical trials—NSABP (National Surgical Adjuvant Breast and Bowel
Project) B-17 (Fisher B ef al. J Clin Oncol 1998, 16:441-452) and an EORTC (European Organization for
Research on the Treatment of Cancer) study (Bijker N ef al. J Clin Oncol 2006,24:3381-3387)—support
the use of KT in the treatment of patients with DCIS, Both trials showed reduced local failure rates in women
treated with breast-conserving surgery (with negative margins) and RT cornpared wnh wamen undergoing

DCIS treatment
recommendations

® Lumpectomy without lymph node
, surgery plus whole-breast radiation

breast-conserving surgery alone, with about a 50% reduction in the risk of |

However, these benefits did not extend to overall survival. *| would chall
show that the treatment of DCIS with radiation or without radiation, by mastd
surgery, with or without hormonal therapy provides any survival advantage,”
Roswell Park Cancer Institute.

In both of these tnals, the researchers “were unable to identify any subs]
reduction in the risk of local recurrence with RT,” Dr. Edge reported. Howew
define subsets of women with “low- risk” DCIS for whom the risk of local fail
omit RT, he asserted. In two trials evaluating the use of lumpectormy without
small, low-grade disease with wide margins or negative margins following
Clin Oncol 2006,24:1031-1036) or women with either low- or intermediate
agrade DCIS < 1 cm (Hughes L ef al. 2006 San Anfonio Breas! Cancer Sy
local recurrence rates of 12% in the former trial and 6 3% and 13 7%, respd

“The question is whether these numbers represent figures that are low
predict the likelihood of local recurrence for women with DCIS based on tu
has been developed (Silverstein MJ, Lagios MD. J Surg Oncol 2007,95:6
retrospectve ana'h;ms.

According to the NCCN breast cancer outcomes database for women
obwious that a large fraction of women in the United States who were treate
admitted. Therefore, the updated NCCN guidelines include a staterment refl
be appropriately treated by lumpectomy alone, saying that whole-breast RT
It mentions factors that affect the risk of recurrence, indicates that some lowy
appears to be no difference in patient survival among the local treatments.

“So the updated recommendations really place the onus back on the p
when making decisions regarding the use of RT,” Dr. Edge summarized

Axillary staging in DCIS?

On the issue of axillary nodal staging in patients with DCIS, Dr. Edge said that he was "surprised by how many people do SNB for all women
with DCIS in the community.” A study evaluating results of two trials from the NSABP (B-17 and B-24, Julian TB et al. Ann Surg Oncol
2007, 14:2202-2208), which addressed whether SNE is advised for these women, does not support the use of SNE in patients with conservatively
treated, localized DCIS, he said.

“The large majority of patients with DCIS who have positive nodes have disease detectable only by immunchistochemistry (IHC),” remarked
Dr. Edge, and studies have shown that overall disease-specific survival did not differ for patients with DCIS who had IHC-detected nodes versus
those who did not (El-Tamer M el al. Ann Surg Oncol 2005, 12:254-258). Based on these and other data, the 2008 NCCN guidelines recommend
that women with DCIS being treated with lumpectormy do not undergo lymph node surgery, however, the recommendation for women wath DCIS
being treated by mastectomy includes SNEB. The latter recommendation is based on the unlikelihood that a subsequent SMNE could be performed if
invasive cancer was detected after mastectomy, said Dr. Edge.

Role of postmastectomy radiation therapy

Another change in the 2008 guidelines regarding RT was made for women with invasive breast cancer. Based on evidence from randomized
trials showing a survival advantage with RT after mastectormy for women with early-stage invasive breast cancer characterized by one to three
positive axillary ymph nodes, the NCCN Breast Cancer Guidelines FPanel strengthened the recommendation for the use of RT in this group of
patients. The guidelines now state that postmastectormy RT to the chest wall and supraclavicular area should be “strongly considerad” for these
women. A recommendation for consideration of RT to internal mammary nodes is also included in the guidelines for patients with one to three
positive nodes following mastectomy, although this suggestion was more controversial

“A shortcoming of our guidelines over the past years has been the absence of a guideline covering techniques of RT " Dr. Edge explained. So,
for the first time, the 2008 NCCN guidelines offer an outline on the principles of RT, including best practices, doses, the fields, and mention of the
investigational use of partial breast irradiation

Breast reconstruction guidance

Frinciples of breast reconstruction are described in another new guideline included this year. It focuses on reconstruction following
mastectomy, including information on skin-sparing mastectomy and the sequencing of reconstruction with respect to RT. Or. Edge emphasized the
importance of a multidisciplinary evaluation within a breast program on the use of reconstruction and of including patients in the discussion with
careful counseling

Furthermaore, “reconstruction has the potential for affecting the delivery of RT," he said. For instance, according to an M. D. Anderson Cancer
Center series (Moltwani SB el al. Int J Radial Oncol Biol Phys 2006.66:76-82), 52% of women who undenwent reconstruction and received RT
had "compromised” RT, either in terms of delivery of radiation or dosing to underlying structures. In addition, women considering reconstruction with
autologous tissue should strongly "consider delaying reconstruction until after RT,” Dr. Edge suggested, since pre-iradiation reconstruction may
lead to a worse cosmetic outcome. However, pre-iradiation breast reconstruction is preferred if an implant is used, he added, because it can allow
sparing of skin and expansion of non-radiated skin
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LINEE GUIDA E MONITORAGGIO

INDICATORI

ESPERIENZA OLANDESE
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[Compliance with the breast cancer quidelines in the region of the Comprebeashve Cancer Centre South, 20031704]

ercentage of p
v bekweer

ats o5
n the last operstion and start ofradotherapy (0

Su valutazione intra-ospedaliera e
inter-ospedaliera.

Parametri accettabili:

eIntervallo per esito cito-istologico
preoperatorio di 2 giorni dalla data di
esecuzione dell’esame

e|Intervallo tra esito istologico ed
intervento chirurgico di 3 settimane

Parametri_non accettabili per range
troppo ampio:

eApplicazione SB Biopsy

elnizio RT/CHT dopo 44 giorni dal
trattamento chirurgico.
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ESPERIENZA TEDESCA

tion and Evaluation of a Breast Cancer Guideline by use of Quality Indicators: 5 year - Windows Internet Explorer

D http://wwow.terveysporttifi/terveysportti/ekirjat. NaytaArtikkeli?p_artikkeli= cab00377 ¥ | #2 | K | Live Search
—

blementation and evaluation of bre v | Search v | &) G4 Search-Shield|| @ AVGInfo~ | Get More

H |~ | B} Facebook | Assunta Scalda... | [ Implementation and Ev... v B v oo

Implementation and Evaluation of a Breast Cancer
Guideline by use of Quality Indicators: 5 year results
from the institutional and the national level in Germany

Current Care - G-1-N 2008 abstracts

23.04.2008

Albert US, Philipps-University, Faculty of Medicine, Breast Center Regio, Marburg,
Reiter A, Federal Office of Quality Assurance (BQS gGmbH), Disselderf and Kopp 1%,
A fiba Soantific Madioal - Luisseldorf

143 breast cancer centres could be certified  }ve the quaiity of

- ment in the
area of breast health care is challenging since a multitude of potential

domains for m
Additionally, m]m()f 2000 hospitals in Germany

the diagnostic
coordination o a.

Methods: Quality indicators were derived from evidence-and consensus-
based breast cancer guidelines and used as performance measures on the
institutional and national level. Two major strategies were followed:

- intraoperative specimen x-ray examination after pre-operative wire marking of
mammographically occult lesions to assure cooperation of three disciplines
(imaging, pathology and surgery)

- patients with pathology reports about the tumor margins for safety distance

- patients with hormone receptor analysis to allow for hormonal treatment

decisions

o patients with pT1 receiving breast conserving therapy. n

4
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2007,03.43 Canadian breast cancer quidelines: Have they made a
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We studied a population-based cohort of 7022
women living in Manitoba in whom breast
cancer was diagnosed from (1995 to 2003).

We examined 4 measures of care: breast-
conserving surgery, axillary assessment in
invasive disease, axillary node dissection in
noninvasive disease and the adequacy of axillary
node dissection.

Interpretation: Our results suggest that the
Canadian breast cancer guidelines are not
meeting their stated objective. New strategies
for guideline dissemination and
implementation may be required.
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...IL MONITORAGGIO DI QUALITA’ DEVE
AVERE COME OBBIETTIVO LA
CORREZIONE DEGLI STANDARD NON
RISPETTATI...

...DEVE INOLTRE INDIVIDUARE QUALI
INDICATORI RICHIEDONO ULTERIORE
FORMAZIONE...

Strada proposta dal progetto di formazione:

+ individuare (attraverso il monitoraggio
degli indicatori) gli eventuali problemi nelle
diverse realta
 proporre correttivi, sia incrementando la
formazione teorico-pratica ove carente, sia
segnalando le carenze delle strutture agli
organi competenti.




NCCN GUIDELINES FOR
BREAST CANCER

Practice Guidelines
in Oncology - v.1.2009

NCC
indicating that the reliability of ER and PR determinations can vary

widely from one laboratory to another **** These inter-laboratory
differences may be attributable to the diverse methodologies and

Breast Cancer

Radiation Therapy]). For example, a subset analysis from an EORTC
trial including only those patients (1724 patients out of 5318 total) for
whom central pathology review of tumor margins was available

diverse interpretation schema used to tumor status.
Local-regional treatment
A number of trials it that y with axillary

ymph node dissection is equivalent to breast-conserving therapy wilh
Ilumpectomy, axillary dissection, and whole breast iradiation, as.
primary breast treatment for the majority of women with stage | and
stage Il breast cancers (category 1).**% when breast-conserving
therapy with lumpectomy and radiation therapy is performed, the Panel
finds the data inadequate to support the use of partial breast irradiation
outside the confines of a high-quality, prospective clinical trial “ The
Panel recc whale breast to include the majority of
the breast tissue; breast irradiation should be performed following CT-
based frealment planning so as 1o limit iradiation exposure of the heart
and lungs, and to assure adequate coverage of ihe primary tumor and

breast iradiation (see BINY-2

that the 10-year relapse rate was significantty lower
when women with positive tumor margins received a “boost” (4% vs.
13%; P=0.0001). However, a “boost” did not significantly lower the
relapse rate in the group with negative margins.* Hence, the Panel
recommends consideration of a "boost” after post-umpectomy whole

Gusdelings Index
Breast Cancer TOC
Stagng, Discussion, Referances

The use of breast-conserving the
patients who have received previ
to the breast or chest wall, are pi
during pregnancy, have diffuse s
microcalcifications on mammogr
cannol be incorporated by local

salisfactory cosmetic result, or h

BINV-E: BINV-F}. Patients with 3

Practice Guidelines
in Oncology — v.1.2009

Breast Cancer

Guidelines Index
Breast Cancer TOC

Staging, Di sion, Referen

Several studies of women with early-stage breast cancer treated with
breast-conserving therapy have identified young age as a significant
predictor of an increased likelinood of ipsilateral breast tumor
recurrence after breast conserving surgery or mastectomy.** Risk

Lactos ks Lol bict Lhcasct con Acana

If adjuvant chemotherapy is indicated following breast-conserving
surgery, radiation should typically be given after chemotherapy is
completed, '™ Breast-conserving radiation therapy may be given
concurrent with CMF {cyclophosphamide. methotrexate, S-fluorouracil)

surgical site. Tissue wedging, forward planning with segm|
and shoaot), of intensity-modulated radiation therapy (IMR
recommended.* Doseffraction schedules of either 50 Gy
fractions over 35 days or 42.5 Gy in 16 fractions over 22
Dbeen prosp and are comp with re
and overall survival in a study of women with node-negatiy
breast cancer with a median follow-up of 69 months,* Ral
frials have demonstrated a decrease in in-breast recurren
additional “boost” dose of radiation (by photons, brachytng
electron beam) to the tumor bed ®#' The relative reductic
local recurrence with the addition of a “boost” is similar ac
groups (from < 40 years to > 60 years) while the absolute
control is highest in the younger patients. There is a demg
Dbenefit favoring a boost in patients with positive axillary ng
lymphovascular invasion, of close margins. (See BINV-H

Warnion 1 3008 135208 0 2504 NaSoaa Comprananiseg Cance Netet, e Al ngus s

Performance of sentinel lymph node mapping and resection in the
surgical staging of the axilla is recommended by the Panel as the
preferred method to assess the pathologic status of the axillary lymph
nodes for patients with stage | or stage 1l breast cancer’
BINY-C). This recommendation is supported by results of recent
randoemized clinical trials showing decreased arm and shoulder

morbidity (eq, pain, lymphedema, and sensory loss) in patients with

breast cancer undergoing sentinel lymph node biopsy compared with
patients undergoing standard axillary node dissection.

5,108-112

111,113
MNo

(see

oy, but should either be withheld during the
limited to no more than 2 doses concurrent with the
pncurrent CMF chemotherapy with radiation has been
d to decrease the cosmetic outcome of breast-conserving
bme, but not all studies. '™ The guideline includes a
ation for reg| Iymph node ir in patients treated
Lonserving surgery (see BINV-2) in situations analogous 1o
for p treated with post. tomy reg
irradiation (see BINV-3; subsequent discussion; Principles

[BINV-H])

Preast Cancer Treatment Guidelines include a guideline for

ing of the axilla for stages |, IIA, and IIB breast cancer (see
fypical woman with clinical stage | or stage 1l breast cancer
hologic assessment of the axillary lymph node status.

E of sentinel lymph node mapping and resection in the
ing of the axilla is recommended by the Panel as the
Bihod to assess the pathologic status of the axillary lymph
tients with stage | or stage 1l breast cancer™ ™' (see

T T O T T TS TS,

were confirmed in an updated analysis of this study with a median
follow-up of 8.2 yeals.” Similar results were obtained in another study
of similar design.'™ The Guidelines allow for the use of breast-
conserving surgery (patholog| g margin req ) plus
tamaoxifen or an aromatase inhibitor without breast irradiation in women
age 70 or older with clinically negative lymph nodes and ER positive
breas! cancer (calegory 1 with lamoxifen, category 2A with an
aromatase inhibitor).

is rec N is supported by resulls of recent
randomized clinical trials ] arm and

morbidity (eg, pain, lymphedema, and sensory loss) in patients with
breast cancer undergeing sentinel lymph node biopsy compared with
patients undergoing standard axillary node dissection.'""" No
significant diff es in the effect of the sentinel ymph node
procedure or level | and |l dissection in determining the presence or
absence of metastases in axillary nodes were seen in these studies.
However, not all women are candidates for sentinel lymph node

Vs 13008 1202758 © 3008 NATOAN COmpranenig CINCH Netes, NG AL IS N

v wxpeons Ms-10




CONSENSUS CONFERENCE
TRATTAMENTO CHIRURGIA (SENTINELLA)

ESPERIENZA TEDESCA

A Concept for the Clinical Implementation of Sentinel
Lymph Node Biopsy in Patients with Breast
Carcinoma with Special Regard to Quality Assurance

=—Thorsten Kuehn, mn.'
Andreas Bembenek, mo*
Thomas Necker. mn?

Jhe development of standardiz
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ed and reproducible clinical pathways is an im-

econdition for guali wrance in medicine, especially if a new method

hae vt vet g ltimately validated. Sentinel lymph node biopsy (SLNE) is a
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surgical proced

in the treatment of early breast carcinoma.
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DBCG ACHIEVEMENTS

= A multidisciplinary approach to diagnosis and
treatment of breast cancer

= National evidence based treatment guidelines
»Rapid implementation of new treatment strategies

= Overview of the status and treatment of early breast

cancer
»Quality assurance of diagnostic and treatment procedures
=|dentification of indicators fit for monitoring quality outcome
measures

2005: description of 11 quality indicators

2008: data accessible on the web

(Analyseportalen



Danish Breast Cancer Cooperative Group

Rate of node negative patients, suitable for SN methods,
vhose nodal status is determind by SN for a single unit vs.
total mean for the same units according to time.
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“Programmi Speciali” — Art. 12, comma 2, letL B del digs. 502/92

“Trasferimento di interventi di documentata
efficacia nella pratica assistenziale.
Sperimentazione in nove Aziende Sanitarie —
T.Ri.P.S.S. III”

Regione Capo-fila: Regione Marche

Programma 2:

Implementazione di raccomandazioni
scientifiche per la gestione del carcinoma
mammario

Strumento di lavoro per i gruppi multidisciplinari
delle Aziende Sanitarie

Coordinamento di Progetto: CeVEAS - Modena

Centro per la Valutazione della Efficacia della Assistenza
Sanitaria




TEMPI TRA DECISTOMNE DI INTERVENIRE E INTERVENTD CHIRURGICOD

Hatiomala

Mo W sora datl o sulls oorrelazione U sopraeivensa & temol oel tattaments chirangion,
la melastly msorge, nid clst T
rorgne 4 un esentuale ntardo che pud dipencdere dala pamerse (che @rdas a recasi dal
chie pud offeftuarsi al mMomeren Sella rchiesta dela wisita specialistica chiurgics
oppure &l momeses o fsare la data delinterveto. Da purso i visks serettamente cindeos i

In quanta nom sempre & acle definine 1| momaents inooo

rrsdica), ©

trattameie chirurgics per || carcinoma nammane non & da conshoermas] urs urgenss & e

intervala inc a 3 mesl trz disgnosl & atamentno non Infuesnea la prognesl.

Dl pusrfe dll wista della qealitd dell assisteaea & pend doonoschato che uratie
cecisione 4 ntervendre chinergicarments & Infersenta chirurglon puass essere o
dll stress per b paskentl. s mecessitd dl InEare 1| tempodl abbess g 012
& emoenziamente legata al'ablettivo A contenere "ansia dellas pazkente

Dbiedtive gemerala;

Limitare § pid possbile o stato anskse delle pezient afetie da bemors del
Intersenbo chirurgkco & savaguardare || pd possibie ko si2to dil salute Ing
brewl | templ che Intercomeno tra indicazione allinkervento chimurgicoo ¢ da
VNI Treane miserahie )

B fic] ke

assioursne che e pazkent per b guadl & indicato un IntErsenta chinangoo: &
r Wl FaT Slar In una lista & attesy (mdsurshite )

nkerventl.

‘Imbervento  dowebbs  aver
rascrizione chirurgica [Meelo ol prove VT - consenss )

lucgo entro gquattro  setbimane dal

Hndicaton. strumentl o pleyazione ¢ risyltall aiies]

mamento della

atl @ imformsaziond da rilevare: data dela indicazions e dela prescrizione 3l tratamento
Rlrurgiee) At Al prenskarane dalintereente) Asts delinkereents) sietemna Al prenstarans

L pasga

Indcatens

Mabtadi i Filivasiona

Eallali atbasi

assioursne che e pazkent per b guadl & indicato un IntErsenta chinangoo: &
rErapEUticl Slang sottoposte & INhereenso SV | termnpl mzssiml defnitl (eiso

Hacconsabdazicnl
&l momento della prescrizicone del trattansento chirurgice (sia  d)

tarapautizo ) alla paziestia deve essame flornita una Jata per Ninte-vemn|
posta in vna lista di attesa Jbuvona paefica )

Lhirurgls SiganoFEIcT

Limtervento dovrebba awvera luocge entro due sattimana dal o
Indicazicaa (ivelo di prova VI - CoOmSemso )

I rocaias

Sdi pariant dha foEvena e
rlarsastia Shirurgies disgnatica

antra I Fattimans dalla isdicaccne

% dil panants S FEEVeHa Uk
rlarsatta Shrufgies braieutEa

antr & Fattimans dalla isdicaccne

Data L ad Fec

2 B

2 B

brultuna

% di panerh & cii viess fereila dalka

& ir

sl al rmests dala

aen Shirufgich

Data b ad Fec

ST




4 Al0ne 1 SRR

O s N W




Carswe Troatrmere Pevons (D08 ) 34 TOV- T

AVEIABIa M www B a0 adiract cam

' 3 .’ SdenceDirect
okl

joumal Mamapage: weww alsaviamasth comjournale cry
ANTETUMOUR TREATMENT

Evaluation of international treatment guidelines
and prognosti
reast cancer

Summary The clinical decision to treat early-stage breast cancer with adjuvant chemother-
apy is sometimes a difficult one because 70-80% of patients who receive chemotherapy would
probably have survived without it. To help clinicians in this decision-rmaking process, different
tools or "decision aids’ have been developed for the treatment of early breast cancer over the
years. S5ome of these tools include clinical treatment guidelines and computer-based programs
as well as different prognostic and/or predictive tests such as those based on gene expression
profiles or the presence minimum invasive disease. All of these tools try to individualize as
much as possible the estimation of the risk of breast cancer relapse and death and to facilitate
the clinical decision about giving additional treatment, and ultimately the most appropriate
treatment to be given.

Thus, it is important for clinicians to be aware of not only the existence of these tools or "deci-
sion aids’, but also to know how they have been developed, how frequently there are revised
and if they have been validated. In order to address all these concerns, we have carried out a
critical review of the most important prognostic tests and clinical guidelines for the treatment

of early breast cancer. Information regarding their development process as well as rrequey
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Audit clinico su Indicatori di Qualita in Radioterapia
patologia.

A cura del Gruppo di lavoro dell’Unita Operativa 1 del Progd
in radicterapia”
2005, Ix, 151 p.

All'intermo del progetto di ricerca nazionale dell'Istituto Sup
"Indicatori di qualith in radlorernpia una delle unitd oparat]
qualitd in rad par p l ) 5l & occupd
Indicatori di slrutbura processo ed esito per sette patologle]
tumori della mammella, metastasi ossee, tumori del polmd
prostata, tumeri del retto e tumori del testa collo. Alla defil
hanne partecipate 30 Centri con | relativi Servizi di fisica saj
delle & stato PF un di 6-7 indicatef
stati rilevati da un numero di centri variabile da & a 16. Soi
degli indicatori & una prima analisi dei risultati ottenuti. Soi
le modifiche degll indicator suggerite dalla rilevazione.
Parole chiave: Radioterapla, Indicatori professionall, Tumel
della mammella, Metastasi ossee, Tumori del polmone, Tu
Tumori del retto @ Tumori del testa collo

1

2.2.2. Indicatore MAM 02: Dose agli organi critici

MAMMELLA

Nome Indicatore

Argomento

Razionale

Tipo

Numeratore

Denominatore

Soglia'Valore di
Conformita

Definizioni

Responsabile
rilevazione

Responsabile analisi
e interpretazione
Rilevazione

Durata rilevazione

Note

Bibliografia

Risposta Centri

MAM 02

‘Dose agll Organl Critici - DOC

‘Valutazione della dose agli organi critici nelia RT dei tumori della mammella
. dopo chirurgia conservativa

La vaiutazione della dose agli organi critici (Organs Af Risk, OAR), e la sua’

Lconseguente riduzione, consente il contenimento di effetti acuti e tardivi,

Processo

‘Punteggio complessivo (somma dei punteggi attribuiti alle pazient) |
Numero totale delle paZ|enI| con5|derate .

‘Da’'definire / Tendente 2 5

‘Modalita di valutazione della dose agli organi critici;

a) nessuna valutazione o valutazione basata su formule di lefteratura (es. CLD)
con misure bidimensionali: 1 punto

b) mediante istogrammi DVH calcolati per interpolazione a partire solamente da
alcune sezioni: 3 punti

c) medlante DVH( ) 5 punt]

Direttore deil'U0 o pérsona 1a'lbi designata’

‘Direttore dell'UO o persona la IUi designata
..Su popolazione

‘Per organi critici si intendono polmeni e cuore (grossi vasi inciusi)

(*) Il calcolo del (DVH) in questo caso deve basarsi sul contornamento
_dellintero organo.Per la mammella destra non & necessario contornare il cuore _
1) Gabor G, et al. Myocardial damage in breast cancer patients treated with’
adjuvant rad:otherapy a prospective study. Int J Radiat Oncol Biol Phys
1996,36:899-905.

2) Fuller, et al. Cardiac doses in postoperative breast irradiation. Radiother
Oncol 25:19-24.3) Cazzaniga LF, et al. Radiological findings when very small
lung volumes are irradiated in breast and chest wall treatment. Radiat Oncof
Invest 1998,6:58-62.4) Gagliardi G, et al. Long-term cardiac mortality after
radiotherapy of breast cancer-application of the relative seriality model. Srit J
Radiol 1996,69:839-46 5) Gabor G, ef al. Evaluation of irradiated heart volumes
in stage | breast cancer patients treated with postoperative adjuvant
radiotherapy. J Ciin Oncol 1997,15:1348-53.

6) Gagliardi G, et al. Prediction of excess risk of long-term cardiac mortality
after radiotherapy of stage | breast cancer. Radiother Oncol 1998,46:63-T1.

7) Eriksson f, ef al. Radiation pneumonitis after breast cancer irradiation:
analysis of the complication probability using the relative seriality model.
Radiother Oncol 2000:55:153-62.8) Rancati T, et al. Factors predicting radiation
pneumonitis in lung cancer patients: a retrospective study. Radiother Oncol
2003,67:275-83.

9) Bornstein BA, et al. Can simulation measurements be used to predict the
irradiated lung volume in the tangential fields in patients treated for breast
cancer? Int J Radiat Oncol Biol Phys 1990;18:181.

10} Linee guida AIRO sulla mammella 2005

'Hanno nisposto 16 Centri'sui 16 che si erano lmpegnatl a rat:cogllere dati su
questa patologia
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Data 8l inserimento: 071172008
Linee Guida RT mamrnella =
Datn gl Inserimentor 07/ §1/300
= Neoplasie mammarie - Linee guida &

Esistono numerosi documenti relativi al trattamento dei tumori della mammella. £5S50
I'AIRO, nel 1997, ha pubblicato il testo “Standard di Riferimento nell Trradiazione del Cancro
della Mammella in Stadio Iniziale™. Si sentiva, perd, I'esi di un d che,
analizzati i dati della letteratura recente, fissasse indicazioni e criteri guida per la radioterapia
dei turmori della . 1 d le P iche attuali inerenti, quali
lirradiazione dei territori linfonodali  tributari e llirradiazione in presenza di protesi
mammaria, cosl come le nuove tecniche di brachiterapia e di teleradioterapia (IORT). Non
vuole rappresentare un vincolo, ma fornire uno strumento di indiFizzo dell’atteggiamento
divi dei Radi pisti Ttaliani.

Il Presidents AIROC
Pier Luigi Zorat

(prefazione al documenta allagato)
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NUOVI INDICATORI 7?7

INDICAZIONI ALLA TERAPIA NEOADIUVANTE
(VALUTAZIONE POST-NAD)
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Statement of the Science Concerning Locoregional
Treatments After Preoperative Chemotherapy for Breast
Cancer: A National Cancer Institute Conference

Thonma A Buchholz, Comstance I Lehman, oy R. Harnis, Barbara A Pock Khoveri, Nola F. Hylton,

Michad ]. Miller, Timothy Whlan, Lori | Pierce, Lavira J. Essermsan, Liss A Newsman, Barbara L Srmith,
Harry Dt Bear, Eleftherios P. Mamounas

A B $ T R A CT

’II'MI

Ta review the state of the science with respect to disgnostic imaging and locoregonal therapy for
patients with breast cancer receiving preaperative chemotherapy .

Methods

Published data relevant 1o clinical staging, menitaring of tumor response, and locoregiona therapy
fior patients with breast cancer treated with preoperative chemotherapy Werne reviewed,

Results

High-guality data from prospective randomized trials are limited. Available data suggest that
lecoregional therapy decisions should be based on both the pretreatrment dlinical extent of disesse and
%e psthologic extent of the disease after chemotherapy. Accordingly, physicd examination and
meging studes that socurately define the initid extent of disease are required before treatment.
Sentnel lymph node biopey can be perormed either before or after precperative chematheragy for
patients with dinicl N disease. The success of breast conservation after precperative chemothereoy
depends on careful patient selecion and achieving negatve surgical margins. Aduvant breast radistion
5 indeated for all patients Teated with breast conservation. For patients treated with mastectomy,
chastawal and regiona nodal radstion should be corsidered for $hose who present with clinical stage
Wl disease or have histologicaly positive lymph nodes afier precperative chemotherapy. Addtions!
prospectve studes are neaded o determine e vaue of postmastectomy radistion for patients with
stage |l breast canosr who have negative lymph nodes afer chematherapy.

Conclusion
The increased

erative chemotherapy has raised rew questions conceming the cotimal
ge & DTeesaLgzcCNse 10 treatment end how 1o optmize lcaregional

TTGITT IR Ry e e e

ety of Ciinical Oncology

evaluation of he disease extent at diagnosts and after
precperative chemotherapy, review duta conceming
sk and radiation treagment approaches, and
Thighlight the roke of breast reconstrection to reduce
deformuty-related morbidety. This article predomi-

Preopenative chemotherapy s being used more fre-
quently for patients with stage 11 or stage 111 breast
cancer, and this approach has raksed a mansber of
questions within the specialties of dlagnostic imag- a0y focuses on the work-up and management of
g, surgeal oncology, and radiation oncology. In p:luenlswllh opna‘rledljsnse and does not inchade
March 2007, the National Cancer Institute (Na- "B
tiomallnsttutes of Health, Bethesch, MD) organized  Ofinflamumtory breast cancer.
astate-of-the-sdence symposium with faculty from
multigle disciplines imvobved In the care of breast
cncer patients. One of the chjectives of the confer-
ence was to evalluate Bues relevant to locoregional
I

DOt 10.1200L00.2007.16

P reop Many surglcal
theragy. In this article, we discuss the mvallable evi-
dence regarding the dinical and mdicgraphic

d radiation decisions
for breast cancer patkenits treated with precpentive
chemotherapy are based In part on the extent of the
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‘Non c’€ qualita se non-¢&
qualita per tutti i soggetti coinvolti
nel processo”

Crozier, 1988

CUROPEAM JIOURNAL OF CANCIR 43 (2007) 660-675
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Forza Operativa Mazlonale sul Carcinoma Mammario

e Cos'i
La Forza Coeraliva Mazionale sl Carcinama Marmimanio (FOMNC s & stala cosfiluita da Limberta Veronesi nel 1977 con ali obbietihg principad di;
slabiline lineesguida condivise wolbe a Geaodne un'undorme difusions desl infesend disgrosticoterapealici per i urnor della rmarnsrela in bt i
terniborio ded Pagse,
farvomire |a ereazione di una rebe nazionale di cendi per k& diagnogi aio la eura dei amon della mamemella emigharare | collegameans ra guel gia
esigbani
Eaworine I'eguiomarnsenio professionale e svolgers opera di educadons sanitara della popolazons femmnile per consentine wa pill inbensa
paracipaziong alle ativea di diagnosl precoce.

La FONCAM & 5lada fing al 1996 supportata dal CHE nelfambila di e conseculid Progeti Finalezali dedicali all'oncologia (Carbalo cals crescia
reoslashics Oncolgis, dpalicariond Clincte cels Risecs Qnooiogics), Successhamenbe la FOMCaM, disentals con oltre 2500 aderenti un
Erpadarie purin di riferimento per molli medici ilaliani, s & Stufueata in rmodo aubanorma pur reanlenends & peculiamd che Fhanno da sempre
caratbarizrala

adesiona libara {scheda di adesions).
ricerca dal consenso attravarsao il confronbo 0l aspananze B compeianze profassionali irdemdisciplinari
ulilizzo pravalenta dalla medododogia ded gruapi di lasono

& Lasirigtira

La FORCaM non ha und statubo ne preveds canche elettive andche =g al sue inb2rmo sono indsduate alosns Sgune di ifzrimento {Coondinstons
kazonale, Segredario Sclentifico, acch par la gestions staniifica o organzzatiea (Drgangrammsa).

Carne gla scordsto 'edesione & Miera e nonvincolsia alls sofioschizione di alcuns quoda associativa. Dl 195946 |1a sapretens & accomsta con gqualla
della Scuala aliana o Senologis

& COMmE opera
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Produzione e diffusione
documenti di
Linee Guida:

- prima edizione 1979

- aggiornamento biennale
-ultima edizione“globale”
novembre
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Forza Opercfiva Nozionale sul Cordnoma Mommario

Linee Guida(???) - Peculiarita

* Verosimilmente a livello nazionale hanno
rappresentato il primo punto di partenza e
di  stimolo aggregativo multispecialistico
finalizzato alla formulazione di linee
comportamentali condivise per [approccio
diagnostico terapeutico dei tumori del seno
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Forza Operativa Nozionale sul Cardinoma Mommario

Peculiarita'/Limiti

* particolare rilievo di alcuni temi innovativi in
linea con impronta chirurgica e indirizzo
conservativo dell'approccio al tumore al seno
(v. messa a punto biopsia del Ifn sentinella )

« punto di incontro tra standard di buona
pratica clinica e proposte di approcci clinici
"sperimentali *
INTRODUZIONE INDICATORI DI QUALITA' A
PARTIRE DALL'EDIZ .2003



Indicatori sulla diagnosi e indicatori di processo dell'Unita di senclogia (tabella 3)
Indicatori

Obiettivo

Numero di sessioni diagnostiche
Per le donne operate & il numero di sessioni necessarie a completare gli accertamenti
diagnostici, che deve essem inferiore o uguale a 2.

205%

Diagnosi preoperatoria

Indica la proporzione di lesioni mammarie sottoposte prima dell'intervento chirurgico

ad agoaspirato o a biopsia percutanea con diagnosi preoperatoria citologica o istologica
positiva per cancro (C5 o B5), sul totale delle lasioni mammarie ol:vetate (palpakili o impalpabili)
con diagnosi istologica definitiva di carcinoma invasivo o in situ. ll totale, al denominatore,
comprende i casi per i quali non sono stati effettuati nd agoaspirato né biopsia percutanca.

200%
(desiderabile)

270%
(accattabile)

Referti citologici mammari con risultato inadeguato (C1)
Indica la proporzione di esami citologici con reparto inadeguato per giudizio diagnostico (C1),
sul totale deai referti citologici (C1-C5) di agoaspirati su guida strumentale.

<15%
(<109% nei cancri)

Sensibilita della diagnosi preoperatoria positiva per cancro (C5)

Indica la pdagPorzione di esami citologici con referto “pasitivo per cellule asticha (C5)",
sul totale delle lasioni mammarie operate con diagnesi istologica definitiva di carcinoma
invasivo o in situ per ke quali & stato effettuato un agoaspirato preoperatorio. Questo
indicatore viene denominato “absolute sansitivity” nelle linee guida in lingua inglese.

Il denominatore include gli eiti citologici inadeguati (C1). Cid allo scopo di valutare la qualita
della diagnosi eratoria nel suo complesso @ non saltanto dalla lettura citologica.

Inoltre si assume che le lesioni efertate C5 e non operate siano effettivamente cancri.

280%

Grado disponibile
Indica la proporzione di pazienti operate per carcinoma mammario invasivo (esclusi
i microinvasivi in cui sia stata fornito il grado istopatologico.

205%

Recettori ormonali disponibili
Indica la pmﬁorziono di pazienti operate per carcinoma mammario invasivo (esclusi
i microinvasivi in cui sia stata fornita la misurazione dei recettori ormonali.

205%




Estratto degli Indicatori di qualita dell'Unita di senologia, linee guida FONCaM 20034

Indicatori di struttura dell'Unita di senologia
Volume annuo di nuovi casi trattati 2150

Uso di protocolli interni

Incontri multidisciplinari per la discussione dei casi clinici: nella fase preoperatoria
nella fase postoperatoria
in occasione di recidive e complicanze
Completezza ddl gruppo di specialisti
Possibilita di eseguire la ricostruzione della mammella entro I'Unita
Tempi e spazi dedicati: ambulatori

sala operatoria

Adozione della tecnica del linfonodo sentinella

Adozione della ricostnuzione

Adeqguato livello di formazione degli operatori

Unita impegnata in attivita di formazione

Partecipazione a trial dinici

Follow up coordinato

Raccolta dei dati @ monitoraggio degli indicatori di qualita




G.I ls. Ma'
Gruppo Italiano per lo Screening Mammografico

L'istituzione di unita di senologia  specialistiche
multidisciplinari con sessioni operatorie dedicate, la
discussione pre- e postoperatoria di tutti | casi trattati e |l
volume di attivita raccomandato dalle linee qguida e
necessario per poter diminuire | tempi di attesa fornendo
cure di qualita adeguata

DA M. TOMATIS RAPPORTO ONS SU DATI GISMA 2006



http://www.senologia.it/gisma/default.html

......... Un’altra limitazione di questo studio e il fatto che, per quanto i casi
studiati rappresentino una fetta consistente (il 50% circa) delle lesioni operate a
seguito di screening, non si puo escludere che il reclutamento sia selettivo in
guanto le Regioni e i programmi dotati di maggiori risorse e migliori qualita
potrebbero essere quelle maggiormente in grado di contribuire.......

Questo aspetto richiama la necessita di concepire una modalita di
monitoraggio piu semplice e pertanto piu esaustiva di tutte le realta
presenti a livello nazionale.

SQTM potrebbe essere utilizzato per tutti i nuovi casi e in tempo reale,
durante la gestione clinica della paziente e il follow up e in occasione
delle riunioni multidisciplinari di discussione dei casi.........

DA M. TOMATIS RAPPORTO ONS SU DATI GISMA 2006



http://www.senologia.it/gisma/default.html

Gruppo Italiano per lo Screening Mammografico



http://www.senologia.it/gisma/default.html

CONCLUSIONI 1

«Quasi sempre conosciamo con precisione il tipo di
assistenza che dovremmeo erogare. Ne abbiameo le prove e
ne possediamo le misure. Cio malgrado, siamo lontani
dall’ottenere la performance.

Sopratutto ora siamo in grado di osservare le variazioni
di qualita tra un presidio ed un altro, tra una regione ed
un’altra.

Penso che stia avvenendo un sostanziale cambiamento. E
che il cambiamento dipendera da cio che abbiamo
imparato e da cio che abbiamo fatto in termini di misura

della qualita».
Carolyn M. Clancy, ML.D., Director of the Agency for Healthcare
Research and Quality (AHRQ)



CONCLUSIONI 2 ]

" La qualita dell'assistenza ¢ come lo Spirite Santoe :
¢ invisibile ai pid e rappresenta la ragione di vita di
aleuni ( pochi ) che ne divengone esclusivi ed
incompresi culteri ! “

Sanitd-Management &ennaio 2002

=




Grazie

ugualmente per I’'attenzione
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