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Il sottoscritto  Paolo Giorgi Rossi.
ai sensi dell’art. 3.3 sul Conflitto di Interessi, pag. 17 del Reg. 
Applicativo dell’Accordo Stato-Regione del 5 novembre 2009, 

dichiara

che negli ultimi due anni ha avuto rapporti diretti di finanziamento con 
i seguenti soggetti portatori di interessi commerciali in campo 
sanitario: 

- Come PI di uno studio indipendente, finanziato dal Ministero della 
Salute ho condotto trattative con Roche, Hologic, Becton Dickinson, 
per ottenere reagenti a prezzo ridotto o gratis.



Origin of the Initiative

Because of "substantial and 

persistent inequalities in 

breast cancer incidence, mortality,

prevalence and survival existing 

within and between Countries"

2008: the Council of the EU asks 
the European Commission to

initiate ECIBC



What is ECIBC?
35 Countries (EU28+Island, FYROM, 
Montenegro, Norway, Serbia, Switzerland and 
Turkey)

70 experts in 2 working groups

113 million women potentially 
involved

Surveys, papers, bilaterals, events

Coordinated by the European 
Commission



About 90 PICOs on 
screening and diagnosis

Evidence based, updated as new 
evidence and priorities emerge 

Developed by the GDG using GRADE 
Evidence to Decision Framework

Web based and specifically tailored for 
each of three profiles: citizens and 
patients, health professionals, and 
policy makers

1. European Breast Guidelines 



PRU



Building picos from clinical questions: 

Cyto/histo sampling

Population: women with suspicious imaging after Mx, US, 

eventually tomo and clinical assessment (possible 

subpopulations: mass, asymmetry, distorsion, calcifications)

Intervention: Core Needle Biopsy

Control: FNAC

Outcomes: breast cancer mortality (modelled from false 

negative), false positive, test related outcomes (bleeding, 

pain,…), spread of cancer.  
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Cyto/histo sampling



Initial
formulation of
the four PICOs
for the
literature
search

mass lesion
or
asymmetric
densitiy

architectu
ral
distortion

microcalcifica
tion

NCB vs FNAC
(vacuum
assisted or not)

PICO 6a PICO 6b PICO 7b

Stereotactic NCB
vs US-guided
NCB (vacuum
assisted or not)

Not assessed Not
assessed

PICO 7a

Final
formulation of
two PICOs for
recommendati
ons

mass lesion
or
asymmetric
density

architectur
al
distortion

microcalcificat
ion

NCB vs FNAC
(vacuum
assisted or not)

PICO 6

Stereotactic
NCB vs US-
guided NCB
(vacuum
assisted or not)

Not assessed Not
assessed

PICO 7

Building picos from clinical questions







Sensitivity 

0.94 (0.92 to 0.95)

Specificity

0.97 (0.96 to 0.98)

Fine needle 

aspiration 

cytology 

(FNAC) 

versus 

reference 

standard. 

55 datasets, 

19.878 

participants.



Sensitivity 

0.94 (0.92 to 0.95)

Specificity

0.97 (0.96 to 0.98)

Needle core 

biopsy (NCB) 

versus 

reference 

standard. 

45 datasets, 

36.563 

participants.



Fine needle 

aspiration 

cytology 

(FNAC) versus 

Needle core 

biopsy (NCB).

9 datasets, 

1498 

participants. Sensitivity 

0.92 (0.87 to 0.95)

Specificity

0.99 (0.66 to 1)

Sensitivity 

0.83 (0.71 to 0.91)

Specificity

0.96 (0.92 to 0.98)PPV 87% (75 to 94)

PPV 97% (46 to 100)
31 True Negative more;  

19 False  Positive less 

every 1000 tested women (prev. 34%)



Local recurrence: four retrospective studies found no significant difference 
between preoperative diagnostic needle core biopsy (863 women) or an excisional 
biopsy (1022 women). The local recurrence rates varied between 1.1 and 3.7% for 
the needle core biopsy group and between 2.1 and 10.3% for the excisional biopsy 
group 

Risk of local and distant recurrence: an observational study compared recurrence 
up to 5 years after diagnosis in women who had biopsy and in women who had 
only surgical assessment, adjusting for all the known prognostic factors (Taxin 
1997). The risk was similar in women who received either of the two types of 
biopsy. 

Adverse events: the most frequent adverse event is pain although pain leading to 
test discontinuation is occasional. The absolute incidence of adverse events such 
as bleeding or infection is low and the incidence of severe complications is less 
than 1%. 



• The certainty of the information for health outcomes is 
moderate due to uncertainty regarding the management of 
lesions of undetermined malignancy potential. 

• False negatives may have additional biopsies but may go 
undetected for an unknown amount of time. 

• False positive: all positive biopsies undergo surgery. 

• The certainty of the evidence was based on the assumption 
that there will always be more desirable health effects than 
undesirable ones based on better typing of breast lesions with 
NCB. 



Costs



Costs

Two studies conducted in the USA (Masood 2015 and 

Nagar 2012) reported that biopsy with NCB was 

more expensive than FNAC. 

However, due to the greater number of inconclusive 

results with FNAC, the initial biopsy with FNAC may 

require additional biopsies, and surgeries. 



Cost effectiveness

false-negative for 
FNAB 19% and 
for CNB 11%; 
false-positive 
were 9% and 1%, 
respectively



NCB vs. FNAC

PROBLEM Yes

ACCURACY OF THE TEST Accurate

DESIRABLE EFFECTS Large

UNDESIRABLE EFFECTS Trivial

CERTAINTY OF EVIDENCE FOR ACCURACY High

CERTAINTY ABOUT DIRECT EFFECTS Moderate

CERTAINTY ABOUT MANAGEMENT EFFECTS Moderate 

CERTAINTY ABOUT LINK RESULT AND MANAGEMENT Moderate

CERTAINTY ABOUT OVERALL EFFECTS Moderate 

VALUES Probably no important uncertainty or variability

BALANCE OF EFFECTS Favours the intervention

RESOURCES REQUIRED Negligible savings and costs

CERTAINTY OF EVIDENCE OF REQUIRED RESOURCES Low

COST EFFECTIVENESS Favors the intervention

EQUITY Varies

ACCEPTABILITY Yes

FEASIBILITY Yes 

FINAL RECOMMENDATION Strong in favour of the intervention



Implications of a strong recommendation 

• Policy makers: The recommendation can be adopted 
as a policy in most situations 

• Patients: Most people in this situation would want the 
recommended course of action and only a small 
proportion would not 

• Clinicians: Most patients should receive the 
recommended course of action 

• Screening: we can use participation as proxy of 
informed decision. 



Implementation considerations

The GDG noted that FNAC may have utility in other 
medical conditions or contexts (e.g. FNAC of axilla 
lymph nodes) and as such reinforces that this 
recommendation applies only to the population 
addressed in this question. 

The GDG noted that there may be resistance to 
implementation in certain settings where providers are 
using FNAC over NCB. 



Grazie per l’attenzione

Paolo.giorgirossi@ausl.re.it


