




http://www.awmf-leitlinien.de/
http://www.awmf-leitlinien.de/
http://www.senologie.org/
http://www.senologie.org/
























http://www.senologie.org/
http://www.senologie.org/
http://www.g-i-n.net/
http://www.g-i-n.net/













































http://www.leitlinien.de/
http://www.leitlinien.de/
http://www.g-i-n.net/
http://www.g-i-n.net/



http://www.versorgungsleitlinien.de/
http://www.versorgungsleitlinien.de/


















http://www.g-i-n.org/
http://www.g-i-n.org/

























































mailto:brustzentrum@med.uni-marburg.de
mailto:brustzentrum@med.uni-marburg.de

Anhang: Erhebungsbogen

Erhebungsbogen fiir Systematische Ubersichtsarbeiten (Reviews)

Fragestellung der Leitlinie:

Studientyp und Identifikation::

Referenznummer:
Bearbeiter:

I. Beschreibung des Reviews

1. Welche Studientypen wurden eingeschlossen (RCT, Kohortenstudien, Fall-Kontroll-Studien)?

2. Welche Interventionen sind betrachtet/untersucht worden?

3. Welche Zielkriterien (Endpunkte) wurden bestimmt?

4. Was waren die wichtigsten Charakteristika der Studienpopulation (Basisvariablen z.B., Alter,
Schweregrad der Erkrankung, Geschlechtsverteilung; Risiken- z.B. relevante Begleiterkrankung)?

5. Was waren die Charakteristika des Studienumfelds (Setting, z.B. Praxis, Klinik)?

Il. Interne Validitat Ja

Nein

—_

. Ist die Fragestellung angemessen und klar eingegrenzt?

. Ist die Literatursuche angemessen beschrieben?

. Wurde die Qualitat der gefundenen Studien ermittelt?

Al WODN

. Wurden Kriterien zum Ein- und Ausschluss von Studien flr die Bewertung im
Review definiert?

5. Berticksichtigt der Review alle relevanten positiven und negativen Effekte der

untersuchten Intervention/en?

6. War es sinnvoll, die fiir diesen Review ausgewahlten Studien miteinander zu
kombinieren?

7. Rechtfertigen die Ergebnisse die Schlussfolgerungen?

Gesamtbeurteilung + |+

lll. Ergebnisse
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Leitlinienauswahl:

Legende zu Tabelle 2: Kiirzel, Kategorie, Konsequenz und Bewertung nach (30)
M = Methodische Qualitat der Leitlinienentwicklung (DELBI Doméane 3)
,+* = DELBI ausreichende Qualitat.

.- = DELBI keine ausreichende Qualitat*: Leitlinie wird nur beriicksichtigt, falls ,U+“ oder ,H+*
oder A+

methodische Ergdnzung: *siehe Tabelle 1: Ein Domédnenwert < 0.5 wurde als ,,-,, = DELBI
keine ausreichende Qualitat bewertet.

U = Ubertragbarkeit, Anwendbarkeit
.+ = Urheber ist eine wichtige Fachgesellschaft im Themen-Umfeld oder die Leitlinie bezieht
sich auf gleiche Bevdlkerung wie die Zielpopulation der NVL.

. = Leitlinie betrifft vollig anderen soziokulturellen

Kontext oder Leitlinie bezieht sich auf ganzlich andersartiges Medizinsystem oder Leitlinie
betrifft nur eine ,exotische” Patientengruppe

H = Herausgeber/Autoren

,+* = Leitlinie wurde von anerkannter HTA- oder Leitlinien-Organisation mit Giberregionaler
Bedeutung herausgegeben; die Leitlinie wurde von Autoren verfasst, die bereits wichtige
Beitrage im Themen-Umfeld geleistet haben.

. = Leitlinie ist klar von Interessenkonflikten geleitet
A = Alleinstellung

,+* = Leitlinie macht Aussagen zu Problemen, zu denen andere Leitlinien keine Stellung
nehmen,

bedingter Einschluss (zu diesem Punkt).

G = Gultigkeit
- Leitlinie hat angegebene Glltigkeitsdauer und/oder oder 5 jahrigen Aktualisierungszeitraum

Uberschritten oder Einzelfallbegriindung (klare Hinweise flr aktuellere wissenschaftliche
Erkenntnisse)

S = Sonstiges

.+ oder .-, = Je nach Sachlage — ausfuhrliche Einzelfallbegriindungen fir Ein- oder
Ausschluss.

R = (notwendige Bedingung) Relevanz fir NVL aufgrund Themensetzung, Fragestellungen und
Zielen der Leitlinie

,+* = Einschluss, wenn ,M+“ und ,U+“; oder wenn ,H+“ oder ,S+“ oder ,A“.
»— = immer Ausschluss
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Tabelle 2: Leitlinienauswahl

Leitlinie Organisation | M | G | U H|A S R
Jahr/Land

Familial breast cancer*
2006/GB NICE * + +
Brustkrebs-Friiherkennung S3-LL
2003/Deutschland AWMF * + +

Guideline for the management
and support of younger women
with BC* NBCC g |+ .

2003/Australien

Management of early beast

cancer NHMRC u Uberarbeitung
2001/Australien eingeleitet

Breast symptom*
2006/Australien NBCC * + +
Breast Cancer*

2007/USA NCCN * + +

Management of breast cancer in
woman ¥ + +

SIGN
2005/Schottland

Breast Cancer Screening and
Diagnosis Guide* 2007/USA NCCN i + +

Improving outcomes in breast

cancer NICE u ) Uberarbeitung
2002/GB eingeleitet

The early detection of breast
cancer* - + -

Alberta
2005/Kanada

Eingebunden in
. aktuelle US
Screening for Breast Cancer USPSTF * - Leitlinien:ACS, - (+)

2002/USA NCCN

EU guideline for quality
assurance in breast cancer

) EU

screening ) + + + +

2006/EU

Subdokumenten
ACS guidelines for breast cancer zu speziellen
. ACS
screening Fragestellungen
mit
2003/USA | + + + R T +

u.a.
USPSTF

Breast Disease*
2004/USA WHC - + -

Breast Cancer Management
2000/Irland RCSI - - -
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Anhang: Leitlinienadaptation Teil 2

Leitlinien-Synopse

Die Leitliniensynopse gibt einen wesentlichen Uberblick der internationalen Stellungnahmen. Fir Details sind die Originalpublikationen

einschliel3lich der Subdokumente heranzuziehen.

Land S3 NICE NHMRC / NBCC SIGN EuGQS-MS ACS NCCN
(Deutschland) (GB) (Australien) (Schottland) (Europa) (USA) (USA)
Jahr 2003 2002 2004 | 2001 2003 2005 2006 2003 2006 | 2007
2006 2006
Titel Stufe-3-Leitlinie Improving Familial Manage | Management | Management of breast European guidelines for | ACS guidelines for Breast Breast
ite Brustkrebs- outcomes breast ment of and support cancer in women quality assurance in breast cancer cancer cancer
Friherkennung in in breast cancer early of younger breast cancer screening screening
Deutschland cancer breast women with screening and and
cancer breast cancer diagnosis diagnosis
The investi
gation of a
new breast
symptoms
. Ziel der S3-Leitlinie « assist women and their | Breast cancer in women | The primary aim of a The American Cancer | The lifetime risk of a
Ziel breast cancer

Brustkrebs-
Friherkennung ist es,
Medizinern sowie
Frauen mit einem
relevanten

Brusterkrankungsrisiko

bei der Entscheidung
fur die Durchflihrung
von Friherkennungs-
MaRnahmen behilflich
zu sein. Die Leitlinie

doctors in decision
making

* educate all involved in
the care of women with
breast cancer

* assess and assure the
quality of care

* reduce the risk of legal
liability by improving care

represents a significant
health problem because
of the numbers of
individuals affected by
this disease. 30% of all
cancers in women occur
in the breast making it the
most commonly
diagnosed female cancer.
Five year incidence in
Scotland is 116 per

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

Society updated its
guidelines for early
detection of breast
cancer based on

recommendations from

a formal review of

evidence and a recent

workshop. The new
screening
recommendations
address screening

woman developing
breast cancer in the
United States has
increased over the
past 5 years. One of
seven women is at
risk based on a life
expectancy of 85
years. In 2006, an
estimated 214,640
new cases of breast
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Land S3 NICE NHMRC / NBCC SIGN EuGQS-MS ACS NCCN
(Deutschland) (GB) (Australien) (Schottland) (Europa) (USA) (USA)
soll dazu beitragen, « bring the issue of cost- | 100,000 in women, with streamlined cost- mammography, cancer (212,920
eine angemessene effectiveness into the over 3,600 women newly | effective service. physical examination, women and 1,720
Gesundheitsversorgung public arena. diagnosed with breast Women attending a screening older women | men) will be
auf dem cancer in 2002. 80% of symptomatic breast and women with co diagnosed in the
Friherkennungssektor breast cancers occur in service have different morbid conditions, United States with
zu garantieren, bei postmenopausal women. | needs and anxieties screening women at 41,430 deaths
abklarungsbedurftigen Despite the fact that and therefore mixing of | high risk, and new (40,970 women and
Befunden einen breast cancer is one of screening and screening technologies. | 460 men) from this
qualitatsgesicherten the best-researched symptomatic women in disease are
Ablauf der weiter areas in medicine, there | clinics should be predicted. The good
gehenden Diagnostik remain significant gaps in | avoided. news is that mortality
zu ermdglichen und bei the published evidence to from breast cancer
einem positiven yield answers to the has dropped slightly.
Tumornachweis den questions that are This decrease had
Ubergang in ein important to patients and been attributed, in
individuell adaptiertes, health professionals. part, to
qualitatsgesichertes mammographic
Therapiekonzept zu screening. A critical
gewahrleisten. key to a continued
reduction in mortality
is early detection and
accurate diagnosis
made in a cost-
effective manner.
Practice guidelines
developed by the
National
Comprehensive
Cancer Network
(NCCN) Breast
Cancer Screening
and Diagnosis Panel
are designed to
facilitate clinical
decision-making.
(NCCN 2007)
Ziel- Arzte und Frauen Health professional and | Health professional and | Health professional and Health professional | Health professional and | Health ng;ess'onal
H women
populaﬂon women women women women

Version 1.1 09/2007 Leitlinien-Methodenreport: Aktualisierung der Stufe-3-Leitlinie Brustkrebs-Friiherkennung in Deutschland 2007

75

Die "Leitlinien" der Wissenschaftlichen Medizinischen Fachgesellschaften sind systematisch entwickelte
Hilfen fiir Arzte zur Entscheidungsfindung in spezifischen Situationen. Sie beruhen auf aktuellen wissenschaftlichen
Erkenntnissen und in der Praxis bewahrten Verfahren und sorgen fir mehr Sicherheit in der Medizin, sollten aber auch
dkonomische Aspekte beriicksichtigen. Die "Leitlinien" sind fiir Arzte rechtlich nicht bindend und haben daher weder

haftungsbegriindende noch haftungsbefreiende Wirkung.

Die AWMF erfasst und publiziert die Leitlinien der Fachgesellschaften mit gréf3tmdéglicher Sorgfalt - dennoch kann die
AWMF fur die Richtigkeit - insbesondere von Dosierungsangaben - keine Verantwortung tbernehmen.




Land S3 NICE NHMRC / NBCC SIGN EuGQS-MS ACS NCCN
(Deutschland) (GB) (Australien) (Schottland) (Europa) (USA) (USA)
Patienten-
version ja ja ja ja nein ja ja
verfiigbar
Gesamt 5,57 3,81 6,23 4,69 4,36 4,44 3,28 3,09 3,81 3,92
DELBI
Score* ~ (USPSTF: 3,69)
3,99
(':’IOT;":_ |3) 0,60 059 | 083 | 078 | 086 0,82 0,20 0,41 0,59 | 0,61
ethodai
~ (USPSTF: 0,66)
0,66
Evid Evidenzlevel Recommendation The guidelines use a 1++ High quality meta- An international agency NCCN Categories
vidence | Met | grade: four-level rating system to | analyses, systematic for research on cancer No Rati of Consensus:
and ﬁlalana yste VOT " A Directly based enable the reader to reviews of randomised (IARC) expert working 0 Rating Cat 1-Th
Recommen kmu tlplclgnr?u %(fpdgn en, t rec yl a%e on identify the strength of the | controlled trials (RCTs), group has reviewed the —a egory NéCNere
. ontrofiierten Studien. category 1 evidence evidence base for key or with a very low risk of | evidence and confirmed i . IS unitorm
dation Randomisierte Studie | g oty based on decision points. This bias that service screening | Narrative Form mit consensus, based on
. mit niedrigem falsch y bas : - Bezug zu methodisch | high-level evidence,
Ratlng . L category Il evidence, or | rating system is should be offered as a A
positiven und niedrigem extrapolated recommended by CHOC2 1+ Well conducted meta- public health policy ausgewiesen that the
Schemes falsch negativen Fehler p analyses, systematic Subdokumenten zu recommendation is

(hohe Power).

Il mindestens eine gut
geplante, kontrollierte
experimentelle Studie
oder randomisierte
Studien mit hohem
falsch positiven und
/oder hohem falsch
negativen Fehler
(niedrige Power).

1l gut geplante, nicht-
randomisierte,
kontrollierte

recommendation from
category | evidence

C Directly based on
category Il evidence,
or extrapolated
recommendation from
category | or Il
evidence

D Directly based on
category IV evidence,
or extrapolated
recommendation from
category I, Il or Il

and has been adapted
from the system
developed by the US
Preventive Services Task
Force. The system is as
follows:

Level | Evidence is
obtained from a
systematic review of all
relevant randomised
controlled trials.

Level Il Evidence is
obtained from at least

reviews of RCTs, or with
a low risk of bias

1 - Meta-analyses,
systematic reviews of
RCTs, or with a high risk
of bias

2++ High quality
systematic reviews of
case control or cohort
studies high quality case
control or cohort studies
with a very low risk of
confounding or bias and a

directed to women age
50-69 employing two-
yearly mammography.
This is consistent with
the European Council
Recommendation of 2.
Dec. 2003 on cancer
screening (OJL327/34-
38)

speziellen
Fragestellungen mit
Evidenzreports:

USPSTF siehe

Begriindung zum
Einschluss: Anhang
Leitlinienadaptation
Teil 1

appropriate

Category 2A - There
is uniform NCCN
consensus, based on
lower-level evidence
including clinical
experience, that the
recommendation is
appropriate

Category 2B - There
is non-uniform NCCN
consensus (but no

major disagreement),
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Land S3 NICE NHMRC / NBCC SIGN EuGQS-MS ACS NCCN
(Deutschland) (GB) (Australien) (Schottland) (Europa) (USA) (USA)
Einzelgruppen, Pra- evidence one properly designed high probability that the based on lower-level

post- Kohorten-, Zeit-
oder Fallkontrollstudien.

IV gut geplante, vergl.
oder korrelierende,
deskriptive oder
Fallstudien.

V Fallberichte und
klinische Beispiele.

Voraussetzung fiir
den Empfehlungsgrad

A Evidenzlevel | oder
Ubereinstimmende
Ergebnisse aus Studien
Evidenzlevel Il Il oder
V.

B Evidenzlevel Il, llI,
oder IV mit
Uberwiegend
Ubereinstimmenden
Ergebnissen.

C Evidenzlevel 11, 111
oder IV, aber die
Ergebnisse sind
inkonsistent.

D Wenig oder keine
systematische
empirische Evidenz.

Evidence category
and Source:

I Evidence from: meta-
analysis of randomised
controlled trials, or at
least one randomised
controlled trial

Il Evidence from: at
least one controlled
study without
randomisation, or at
least one other type of
quasi-experimental
study

11l Evidence from non-
experimental
descriptive studies,
such as comparative
studies, correlation
studies and case—
control studies

IV Evidence from
expert committee
reports or opinions
and/or clinical
experience of
respected authorities

randomised controlled
trial.

Level lll Evidence is
obtained from well
designed controlled trials
without randomisation;
OR from well designed
cohort or case control
analytic studies,
preferably from more than
one centre of research
group; OR from multiple
time series with or without
the intervention.

Level IV This represents
the opinions of respected
authorities based on
clinical experience,
descriptive studies or
reports of expert
committees.

(NHMRC 2001)
(NBCC 2003/6)

(Evidence relevant to
guidelines for the
investigation of breast
symptoms 2.nd Edition
Feb 2006)

relationship is causal

2+ Well conducted case
control or cohort studies
with a low risk of
confounding or bias and a
moderate probability that
the relationship is causal

2 - Case control or cohort
studies with a high risk of
confounding or bias and a
significant risk that the
relationship is not causal

3 Non-analytic studies, eg
case reports, case series

4 Expert opinion

Grades of
recommendation

Note: The grade of
recommendation relates
to the strength of the
evidence on which there
commendation is based.

A At least one meta-
analysis, systematic
review of RCTs, or 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

evidence including
clinical experience,
that the
recommendation is
appropriate

Category 3 - There
is major NCCN
disagreement that
the recommendation
is appropriate

All
recommendations
in the guideline are
category 2A unless
otherwise noted.

(NCCN 2006/7)
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Land

S3

NICE

(Deutschland) (GB)

NHMRC / NBCC
(Australien)

SIGN
(Schottland)

EuGQS-MS
(Europa)

ACS
(USA)

NCCN
(USA)

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+

* siehe Anhang DELBI

Version 1.1 09/2007 Leitlinien-Methodenreport: Aktualisierung der Stufe-3-Leitlinie Brustkrebs-Friiherkennung in Deutschland 2007

Die "Leitlinien" der Wissenschaftlichen Medizinischen Fachgesellschaften sind systematisch entwickelte
Hilfen fiir Arzte zur Entscheidungsfindung in spezifischen Situationen. Sie beruhen auf aktuellen wissenschaftlichen

Erkenntnissen und in der Praxis bewahrten Verfahren und sorgen fir mehr Sicherheit in der Medizin, sollten aber auch
dkonomische Aspekte beriicksichtigen. Die "Leitlinien" sind fiir Arzte rechtlich nicht bindend und haben daher weder

haftungsbegriindende noch haftungsbefreiende Wirkung.

Die AWMF erfasst und publiziert die Leitlinien der Fachgesellschaften mit gréf3tmdéglicher Sorgfalt - dennoch kann die
AWMF fur die Richtigkeit - insbesondere von Dosierungsangaben - keine Verantwortung tbernehmen.
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Friiherkennung: 1. Neue * Women at or near General practitioners It is strongly Beginning in their 20s, For women between

tumorbiologische
Kenntnisse und aktuelle
therapeutische
Entwicklungen lassen
innerhalb der nachsten
Jahre keine
grundlegende
Reduktion der
Brustkrebssterblichkeit
erwarten.

2. Nur ein
qualitatsgesichertes,
fachubergreifendes
Brustkrebs-
Friherkennungsprogr.
verspricht eine
deutliche Reduktion.

3. Mit Beginn des
gesetzlichen Krebsfriih-
erkennungsprogramms
(8§25 Abs.2 SGBV) soll
ab dem 20. Lebensjahr
ein Anamnese- und
Aufklarungsgesprach
Uber Risikofaktoren
angeboten werden.
(Richtlinie § 25 Abs.2
SGB V)

population risk of
developing breast
cancer (a risk of less
than 3% between age
40 and 50 years and a
lifetime risk of less than
17%) are cared for in
primary care.

* Women at moderate
risk of developing
breast cancer (a risk of
3-8% between age 40
and 50 years or a
lifetime risk of 17% or
greater but less than
30%) are generally
cared for in secondary
care.

» Women at high risk of
developing breast
cancer (a risk of greater
than 8% between age
40 and 50 years or a
lifetime risk of 30% or
greater) are cared for in
tertiary care. High risk
also includes a 20% or
greater chance of a
faulty BRCA1, BRCA2
or TP53 gene in the
family. (NICE 2004)

As the benefit of
surveillance varies with
age, a woman'’s age
should be taken into
account when
considering referral
from primary care.
Following the advice of
this guideline, a woman

(GPs) frequently play a
key role in
recommending the
specialist surgeon or
clinical team. 80% of
patients with early
breast cancer were
referred to surgeons by
a GP and 13% by a
screening clinic.

When choosing a
specialist, women and
GPs should consider
the following factors:

« the clinician’s
experience in dealing
with breast cancer

* access to
multidisciplinary care

* location (local versus
regional centre,
especially for rural
patients)

« decision-making style
collaborative versus
directive)

* possible commitment
to clinical research

* variations in cost
(NHMRC 2001)

recommended that all
women with breast
symptoms and all
women aged 50-69
should be referred to a
specialist breast unit...
it is important to
recognise that in a
decentralised
healthcare setting many
women will not undergo
more than basic
imaging following a GP
referral, and the
benefits of full
multidisciplinary
assessment will not be
available to them, or
indeed necessary for
many of them.

women should be told
about the benefits and
limitations of breast self-
examination (BSE). The
importance of prompt
reporting of any new
breast symptoms to a
health professional
should be emphasized.

ages 20 and 39 years,
a clinical breast
examination every 1-3
years is
recommended, with
periodic BSE
encouraged. (NCCN
2007)
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younger than age 30
years estimated to be at
raised risk (for example,
only one relative with
breast cancer), will not
in practice be offered
any intervention. The
woman and her GP
may therefore decide
that a referral would
confer no benefit.
Similarly, a woman
older than age 50 years
will already be eligible
for 3-yearly
mammographic
surveillance and, if
estimated to be at
raised risk, would
receive no additional
intervention by referral.
(NICE 2006)

Risikofaktoren:

4. Der wichtigste
Risikofaktor fir eine
Brustkrebsentstehung
ist das Alter.
Qualitatsgesicherte
Brustkrebsfriiherkennun
gsuntersuchungen sind,
unabhéangig von
verschiedenen
Erkrankungsrisiken, fur
jede Frau nutzlich,
deren Alter eine héhere
Erkrankungsrate
erwarten lasst.

5. Bei Vorliegen von
Risikofaktoren muss

10% of women by the
age of 80 will develop
breast cancer.

High risk includes a
20% or greater chance
of a faulty BRCA1,
BRCAZ2 or TP53 gene in
the family.

Women with Jewish
ancestry are around 5—
10 times more likely to
carry BRCAlor BRCA2
mutations than women
in non-Jewish
populations. (NICE
2004)

The most important
demographic risk factor
for breast cancer is
increasing age. A family
history of breast cancer
in first degree relatives,
especially if the breast
cancer was bilateral or
diagnosed at an early
age, strongly increases
the risk of developing
the disease.

This guide categorises
women into three risk
levels: women at or
slightly above the
average risk; women at
a moderately increased

Potential risk factors
are: tobacco, diet,
hormones and life-style
(body weight, physical
activity)

Breast cancer incidence
and death rates
generally increase with
age. During 1998-2002
95% of new cases and
97% of breast cancer
deaths occurred in
women older than 40
years. Women aged 20-
24 have the lowest
incidence rate. Women
aged 75-79 have the
highest incidence rate.

White women have a
higher incidence rate
than African American
women after age 35.
African American

The aetiology of the
vast majority of breast
cancer cases is
unknown. However,
numerous risk factors
for the disease have
been established.
These risk factors
include female gender,
increasing patient age,
family history of breast
cancer at a young age,
early menarche, late
menopause, older age
at first live childbirth,
prolonged hormone
replacement therapy,
previous exposure to
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eine individuelle risk; and women at a women have a slightly therapeutic chest wall
Friiherkennungsstrategi The likelihood of potentially high risk. higher incidence rate irradiation, benign
e besprochen und di . derately i " before 35 and are more | proliferative breast
empfohlen werden. Fur 1agnosis Increases moderately |qcrease likely to die from breast | disease, and genetic
BRCA1/BRCA2- with age, doubling risk category: cancer at every age. mutations such as the
Mutationstragerinnen | 2ooutevery 10years | | o first degree Incidence and death BRCA1 and BRCA2
werden until the menopause, relatives were rates from breast cancer | genes. However,
Friherkennungs- yvhen the rlate of diagnosed with breast are lower among women | except for female
strategien derzeit in Idnr(;r:;?ii:llow'?he cancer before the age of other racial and ethnic | gender and increasing
Studien angeboten. lifetime riskyi.s almost of 50 (without the groups than among patient age, these risk

11%. Age-standardised additional features of white and African factors are associated

. Age-standardise women at potentially American women. with only a minority of

Incidence in .the UK. 1 high risk described Lo . .| breast cancers. (NCCN

among the highest in below) OR Certain inherited genetic 2006)

the world, but it has mutants for breast

been increasing « two first or second cancer (BRCA1/

worldwide. In England | degree relatives on the BRCA2). Early

and Wales, the increase | same side of the family, menarche (<12). Never

is particularly apparent | diagnosed with breast breastfed a child. Late

among women aged or ovarian cancer menopause (>55).

50-64; this is believed | Women at a potentially Alcohol consumption.

to be primarily due to high risk due to their Recent and long-term

earlier detection family history have use of hormone

through the breast about a 1 in 3 chance of replacement therapy.

screening programme belonging to a family in Jewish heritage

set up in 1988. which a high risk

The risk of breast mutatlor]rlr?_ cgusllné;

cancer is affected by tcr?c?sc:;/omlzr:rxhuo es

lifestyle. Obesity is have

associated with a two- )

fold increase in risk « three or more first or

among post- second degree relatives

menopausal women; on the same side of the

this has been linked family with breast or

with high intake of meat | ovarian cancer OR

and dairy fat, but the .

precise nature of these | * w0 or more first or

relationships is stil second degreg relatives

unclear. Regular on the same side of the

alcohol consumption famll_y with breast or

(two or more drinks per | Ovarian cancer

day) increases risk by | including any of the

about 40%. Eating more | following high risk

vegetables can reduce features:
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risk. Physical activity « diagnosis at age 40 or
also seems to reduces | younger
risk (NICE 2002) « bilateral disease
Criteria on primary, .
secondary and tertiary : breast. and ovartan
care of familial breast cancer in one individual
cancer: All affected * breast cancerin a
relatives must be on the | male
same side of the family )
and be blood relatives | © Jewish people of
of the woman and each Ashkenazi origin.
other. In cases of Less than 1 % of
bilateral breast cancer, | women will be
each breast cancer has | categorised as at high
the same count value risk. (NHMRC 2001)
as one relative.
First-degree relatives:
mother, father, son,
daughter, sister,
brother.
Second-degree
relatives: grandparent,
grandchild, aunt, uncle,
niece and nephew; half
sister and half brother.
Third-degree relatives:
great grandparent,
great grandchild, great
aunt, great uncle, first
cousin, grand nephew
and grand niece. (NICE
2006)
Selbst- 6. Die There is inadequate Qualitative research There is evidence that | Breast self-examination | Beginning in their 20s, Strictly speaking,
untersuchung Selbstuntersuchung der | evidence for the exploring the views of breast self- examination | is a valuable tool for women should be told breast self-examination

und Bewusstsein

Brust tragt wesentlich
zur individuellen
Motivation und
Bewusstseinsférderung

efficacy of screening
women by breast self-
examination in reducing
mortality from breast

women from non—
English-speaking and
indigenous
backgrounds has

does not reduce
morbidity or mortality
from breast cancer.
However, since the

increasing women’s
self-awareness of
health, although it may
never constitute an

about the benefits and
limitations of breast self-
examination (BSE). The
importance of prompt

(BSE) is considered
optional in all risk
groups because data
from a large,
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- Beginn fur préaventive cancer. highlighted a range of majority of breast alternative to early reporting of any new randomized trial of

- Vor- / Nachteile

MaRnahmen bei. Die
regelmaRige,
sachgerechte
Selbstuntersuchung
begunstigt die
Entdeckung von
Karzinomen. Auch
wenn die Wirksamkeit
der Selbstuntersuchung
nicht Uberschatzt
werden darf, muss sie
Bestandteil eines
Friiherkennungsprogra
mms sein und bleiben.
Sie kann nicht friih
genug erlernt und
begonnen werden, soll
jedoch ab dem 30.
Lebensjahr regelmaRig
erfolgen. Frauen sollten
Uber die Wirkung, Vor-
und Nachteile der
MaRnahme in einem
Fruherkennungs-
Programm informiert
und aufgeklart werden.

No evidence was
identified for the
effectiveness of either
clinical or self-breast
examination as the sole
screening modality in
women with a family
history of breast cancer
and/or BRCA1/2
mutations. A recent
Cochrane Review with
examined the evidence
for regular self-
examination or clinical
examination for early
detection of breast
cancer (for women in
general) concluded that
trials did not suggest a
beneficial effect of
screening by breast
examination, and may
in some instances
cause harm (Koster &
Gotzsche 2003) (NICE
2004)

A systematic review
that included two very
large RCTs, a
controlled trial and five
cohort or case-control
studies concluded that
regular breast self-
examination has no
effect on breast cancer
mortality.

There is in fact
evidence of harm
caused by significantly
increased rates of

issues. These include:

* Cultural issues:
Immigrant women and
those from some
cultural backgrounds
may have specific
beliefs that affect their
attitudes to treatment.
For example, in some
communities, breast
cancer is viewed as
fatal and/or shameful.
The role of the woman’s
religious beliefs and
those of her family
should be explored.

« Female providers: In
some communities,
women may have a
strong preference for
care from a female
provider. This is the
case in some
indigenous communities
where breast cancer is
perceived as ‘women’s
business’. Special care
should be taken with
these women to discuss
treatment options and
to provide female
doctors where possible.
The use of Aboriginal
Health Workers may
also be of value in
assisting indigenous
women during
treatment. (NHMRC
2001)

cancers are found by
women themselves, self
examination optimises
the chances of a
woman finding a
change from normal.

[C] Women should be
encouraged to become
aware of the feel and
shape of their breasts,
so that they are familiar
with what is normal for
them.

[C] Women should be
encouraged to report
any change from
normal to their general
practitioner.

diagnosis based on
screening, and whereas
the WHO has also
concluded that there is
still insufficient evidence
that clinical breast
examination or self
examination reduces
mortality from breast
cancer.

breast symptoms to a
health professional
should be emphasized.
Women who choose to
do BSE should receive
instruction and have
their technique reviewed
on the occasion of a
periodic health
examination. It is
acceptable for women to
choose not to do BSE or
to do BSE irregularly.

BSE screening in
Shanghai, China, has
shown that instruction
in BSE has no effect
on reducing breast
cancer mortality.
However, BSE may
detect interval cancers
between routine
screenings and,
therefore, should be
encouraged. Periodic
consistent BSE may
facilitate breast self-
awareness.
Premenopausal
women may find BSE
most informative when
performed at the end
of menses. For women
between ages 20 and
39 years, a clinical
breast examination
every 1-3 years is
recommended, with
periodic BSE
encouraged. (NCCN
2007)

Version 1.1 09/2007 Leitlinien-Methodenreport: Aktualisierung der Stufe-3-Leitlinie Brustkrebs-Friiherkennung in Deutschland 2007

83

Die "Leitlinien" der Wissenschaftlichen Medizinischen Fachgesellschaften sind systematisch entwickelte
Hilfen fiir Arzte zur Entscheidungsfindung in spezifischen Situationen. Sie beruhen auf aktuellen wissenschaftlichen
Erkenntnissen und in der Praxis bewahrten Verfahren und sorgen fir mehr Sicherheit in der Medizin, sollten aber auch
dkonomische Aspekte beriicksichtigen. Die "Leitlinien" sind fiir Arzte rechtlich nicht bindend und haben daher weder
haftungsbegriindende noch haftungsbefreiende Wirkung.

Die AWMF erfasst und publiziert die Leitlinien der Fachgesellschaften mit gréf3tmdéglicher Sorgfalt - dennoch kann die
AWMF fur die Richtigkeit - insbesondere von Dosierungsangaben - keine Verantwortung tbernehmen.




Stichpunkte

S$3 2003
(Deutschland)

NICE
(GB)

NHMRC/ NBCC
(Australien)

SIGN
(Schottland)

EuGQS-MS
(Europa)

ACS
(USA)

NCCN
(USA)

biopsy for benign breast
lesions. There is no
reliable evidence of any
benefit associated with
breast self-examination
in any group of women.
(NICE 2002)

Klinische
Untersuchungen:

7. Die arztliche
palpatorische und
inspektorische
Untersuchung von
Brustdrise und
regionaren
Lymphabflussgebieten
muss Bestandteil jedes
Friherkennungsprogra
mms sein und soll
zumindest ab dem 30.
Lebensjahr lebenslang
in regelmagigen
Abstanden durchgefihrt
werden.
Studienergebnisse
zeigen, dass gerade ab
dem 40. Lebensjahr
durch die arztliche
palpatorische und
inspektorische
Untersuchung der
Brustdrise und der
Lymphabflussgebiete in
Kombination mit der
Mammographie die
Brustkrebs-
friherkennung
wirksamer zu gestalten
ist.

There is inadequate
evidence for the
efficacy of screening
women by clinical
breast examination in
reducing mortality from
breast cancer. (NICE
2004)

Following the advice of
this guideline, a woman
younger than age 30
years estimated to be at
moderate risk (for
example, only one
relative with breast
cancer), will not in
practice be offered any
intervention. The
woman and her GP
may therefore decide
that a referral would
confer no benefit.
Similarly, a woman
older than age 50 years
will already be eligible
for 3-yearly
mammographic
surveillance and, if
estimated to be at
moderate risk, would
receive no additional

A clinical examination of
the breast constitutes
an important tool for the
early detection of
carcinomas in the
interval between two
screenings and the
case of women who,
because of their age,
are not entitled to take
part in organised
screening programmes.

For women in their 20s
and 30s, it is
recommended that
clinical breast
examination be part of a
periodic health
examination, preferably
at least every three
years. Asymptomatic
women aged 40 and
over should continue to
receive a clinical breast
examination as part of a
periodic health
examination, preferably
annually.

For women between
ages 20 and 39 years,
a clinical breast
examination every 1-3
years is
recommended, with
periodic BSE
encouraged. For
women ages 40 and
older, annual clinical
breast examination
and annual screening
mammography are
recommended, with
periodic BSE
encouraged. (NCCN
2007)
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intervention by referral.
(NICE 2004)

Mammographie /
Screening:

8. Der individuelle
Nutzen der
Mammographie
Uberwiegt ab dem 40.
Lebensjahr die sich aus
der Strahlenexposition
ergebenden Risiken.
Das Optimum des
Verhéltnisses aus
Nutzen und Risiko liegt
zwischen dem 50. und
70. Lebensjahr.

9. Die Mammographie
ist z.Z. die einzige fur
die Erkennung von
Brustkrebsvorstufen
oder frihen Tumor-
stadien allgemein als
wirksam anerkannte
Methode.

10. Prospektiv
randomisierte Studien
zeigen, dass mit der
Einflihrung einer
Screening-
Mammographie als
Roéntgenreihenunter-
suchung eine
altersabhangige
Brustkrebssterblichkeits
reduktion um 20—40%
moglich ist. Aufgrund
der randomisierten
Studien ist eine
Wirksamkeit der
Friiherkennungsmamm
ographie fir Frauen

Mammographic
surveillance should not
be available for women
< 30 years.

For women 30-39 years
of age satisfying referral
criteria for secondary or
specialist care
mammographic
surveillance should be
carried out.

Women aged 40-49
years satisfying referral
criteria to secondary or
specialist care
(moderate risk or
greater) should be
offered annual
mammographic
surveillance.

Women aged 50 years
and older should be
screened every 3 years
(NICE 2004)

* There is sufficient
evidence for the
efficacy of screening
women aged 50-59
years by mammography
as the sole screening
modality in reducing
mortality from breast

Not all cancers can be
detected by
mammography or
ultrasound. Even if both
tests are negative, a
persistent lump should
be investigated.
Mammography and
ultrasound should never
be relied upon
exclusively to diagnose
any condition in the
breast. (NHMRC 2001)

For women >50 years
Mammography is
recommended as the
first imaging modality.
The sensitivity of
mammography
increases with
increasing age.
Sensitivity is improved
with the addition of
ultrasound over all ages
though the size of this
benefit is greater in
women under the age
of 50 years.
Mammography should
be performed in all age
groups if the clinical or
ultrasound findings are
suspicious or malignant.
(NBCC 2006)

* screening in women
aged 40-49 (NHMRC

[B] In patients with
symptomatic disease
two-view
mammography should
be performed as part of
triple assessment
(clinical assessment,
imaging and tissue
sampling) in a
designated breast clinic.

[B] Mammography is
not recommended in
women under the age
of 35 years unless there
is a strong suspicion of
carcinoma.

Women aged 50-70
years are invited every
three years for
screening through the
NHS Breast

Screening Programme
(NHSBSP). Women
over the age of 70
years are encouraged
to continue to attend
every three years
although they are not
routinely invited.
Women should be
encouraged by the
primary care team to
participate in the
programme.

Mammography remains
the cornerstone of
population-based breast
cancer screening. Due
attention must be paid
to the requisite quality
required for its
performance and
interpretation, in order
to optimise benefits,
lower mortality and
provide an adequate
balance of sensitivity
and specificity.
Mammography
screening, i.e. regular
invitations to women to
undergo free, voluntary
mammography’s and
follow-up diagnosis as
part of an organised
population-based
regional or national
programme, can reduce
breast cancer mortality
in women aged 50-69
by up to 35% and
women aged 40-49 by
up to 20%

Mortality reductions for
women aged 40 to 69
have been observedin
trials that screened at
intervals of 12 and 24
(and over) months, and
thus, some guidelines
recommend screening at
aninterval of 1-2 years.
Screening decisions in
older women should be
individualized by
considering the potential
benefits and risks of
mammography in the
context of current health
status and estimated life
expectancy. As long as
awoman is in
reasonably good health
and would be a
candidate for treatment,
she should continue to
be screened with
mammography. As
noted earlier, the length
of the sojourn time
increases with
increasing age, and is
estimated to be
approximately four years
for women aged 70 - 79.

Women at increased risk
of breast cancer might
benefit from additional
screening strategies
beyond those offered to
women of average risk,

Begin mammography
at age 40. (NCCN
2007)

Breast screening
considerations:
Consider severe co
morbid conditions
limiting life expectancy
and whether
therapeutic
interventions are
planned. Upper age
limit for screening is
not yet established.
Current evidence does
not support the routine
use of breast
scintigraphy (eg,
sestamibi scan), or
ductal lavage as
screening procedures.
The NCCN Breast
Cancer Screening and
Diagnosis Guidelines
Panel elected to follow
the American Cancer
Society guidelines of
yearly mammography
since mammograms
can often detect a
lesion 2 years before
the lesion is
discovered by clinical
breast examination. To
reduce mortality from
breast cancer, yearly
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zwischen dem 50- 70 cancer. 2001) such as earlier initiation | screening may be
Lebensjahr, neuerdings | | There is limited of screening, shorter more beneficial.
auch zwischen dem 40. id for th screening intervals, or « Women at Normal
und 50. Lebensjahr, evidence forthe Mammographic the addition of screening | . "
belegt, aber auch nach efficacy of screening screening modalities other than Risk: The .
dem 70. Lebensjahr women aged 40-49 mammography and recommendation th_at
anzunehmen. Fir ein years by mammog_raphy * Women < 40_ years physical examination, women at normal r|s!<
Brustkrebsfriiherkennu | @ the sole screening | Mammographic such as ultrasound or begin annual screening
ngsprogramm sollen modality in reducing screening is not magnetic resonance at age 40 is based on
2.Z. folgende Vorgaben mortality from breast recommended for imaging. However, the a consensus s_tatement
berlicksichtigt werden: cancer. women younger than 40 evidence currently gom theSAmetrlchh
Die Durchfiihrung einer |« There is inadequate years of age. available is insufficient Ngzgﬁgl g(an:cér ¢
mammographischen evidence for the « Women aged 4049 to justify Institute also agreed
Untersuchung ohne efficacy of screening years recommendations for that screenin ?n this
Vorliegen von women < 40 or > 69 . any of these screening 9
Symptomen erfolgt: years by mammography | ---are eligible for free approaches. younger age group
in reducing mortalit two-yearly screening does decrease
- auf jeden Fall from breagt cancery mammograms through mortality from breast
zwischen dem 50. und (NICE 2004) : the BreastScreen cancer. Recent studies
70. Lebensjahr, da fiir Australia Program have reported a
diese Altersgruppe der (although they are not survival benefit inh
roRte Benefit targeted by the younger women that is
geschrieben wird, Currently, all women p,—ggram)_);n deciding equivalent to that seen
: ; aged 50-64 are invited | | 046 attend for in women > age 50.
-in 2 Ebenen in for mammograms every :
Kombination mit einer | three years; the age screening * Women at Increased
arztlich-klinischen range is to be expanded _man'_1mography, women Risk: For women aged
Untersuchung, fo women aged 70 by | " this age group should 25 years and older
: 2004. In 1999-2000, the | P@lance the potential who have received
- in Untersuchungs- : benefits and downsides i i
intervallen von NHS Breast Screening for them, considering _pr|or_thpramc
langstens 24 Monat Programme detected o irradiation, annual
angstens 24 Monaten | g 2o, o0 are by the ev@ence that mammograms and a
sowie untgr Sicherung si:reening about screening ) clinical breast
der technischen unq ) 1,550,000 women. mamr_nography is Ies_s examination every 6 to
der Befundungsqualitat. (NICE 2002) effectwe for women in 12 months are
this age group than for recommended.
older women. Periodic BSE is
+ Women aged 50-69 encouraged. For these
years patients mammogram
. screening is usually
It is recommended that initiated 8 to 10 years
women aged 50-69 after radiation
years attend the exposure or after age
BreastScreen Australia 40. For women
Program for free two- younger than 25, an
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yearly screening annual clinical breast
mammograms. examination is
» Women aged 70 years :)eecrioorzg%nsdgcgsand
and older encouraged. (NCCN
...are eligible for free 2007)
two-yearly screening
mammograms through
the BreastScreen
Australia Program
(although women they
are not targeted by the
Program). In deciding
whether to attend for
mammographic
screening, women in
this age group should
balance the potential
benefits and downsides
of attending for them,
considering their
general health and
whether they have other
diseases or conditions
that may impact on their
decision. (NBCC 2004)
Sonographie/ 11. Die Sonographie ist Breast ultrasound Ultrasound may provide Ultrasound has become | Women < 30 years of
eine provides a reliable additional information to a valuable diagnostic age: The preferred
Ultrasound: Zusatzuntersuchung fiir method for the mammography. Can be adjunct to option for initial
die Abklarung unklarer assessment of tumour useful for focal breast mammography because | evaluation of a
Befunde. Als alleinige size in most cases of disease in women it is widely available and | dominant mass is to
Methode ist sie fur die invasive breast cancer, | under 35 years. relatively inexpensive to | proceed directly to
Fruherkennung particularly in dense perform. It is used ultrasound. From this
ungeeignet. breast parenchyma clinically as a targeted point, the decision tree
where mammography exam, limiting scanning | for women under 30
may fail to demonstrate to the focal area of years of age is almost
clearly the margins of concern. Recent identical to the
the tumour (Level IlI). improvements in breast | pathway for older
Ultrasound has also ultrasound technology women. The only
and its application have | difference is the need
been shown to be
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useful in the detection demonstrated that it can | for a diagnostic
of small breast cancers, help distinguish not only | mammogram, in some
particularly in younger between cyst and solid situations for the
women with dense masses but also younger women. The
breast tissue which is between benign and other two options are
not suitable for malignant masses. needle sampling and
mammography. Some Ultrasound may also be | observation. Because
types of breast cancer used to performimage- | the degree of suspicion
such as invasive lobular guided biopsy of a in women who are
carcinoma may not be mass, which allows under the age of 30 is
detectable by either histological and/or low, observation of the
mammography or cytological assessment | mass for one or two
ultrasound. Breast for abnormity. Detected | menstrual cycles is an
ultrasound is not through the screening option. If observation is
routinely used for process. Prevalence elected and the mass
screening. (NHMRC screening studies in resolves after one or
2001) women with two menstrual cycles,
radiographically dense the patient may return
breasts have reported to routine screening. If
For women under age three to four breast the mass persists, then
25 and women 25-30 cancers per 1,000 needle sampling or
years: women that were ultrasound should be
. detected by ultrasound performed. If the
* Ultrasound is only. Despite these aspirate is
reco_mme_nded as the findings, breast nondiagnostic or
first imaging modality. ultrasound has known indeterminate,
35-50 years: limitations as a ultrasound should be
. . screening tool. Breast considered. If
* In keeping with expert ultrasound requires a ultrasound indicates a
consensus opinion skilled operator, and the | solid lesion that is
mammography and numbers of radiologists | indeterminate or
targeted ultrasound are and technologists suspicious, a
used as complementary trained to perform the diagnostic
modalities for the exam is limited. Other mammogram should
evaluation of ) concerns include the be obtained and further
symptomatic women in lack of standardized histological tissue
this age group exam techniques and sampling should be
« In the absence of interpretation criteria, the | performed by core
strong evidence inability of breast needle or surgical
comparing these ultrasound to detect biopsy. The evaluation
modalities, no absolute microcalcifications, the | then proceeds as
age recommendation variability of equipment, | described under
can be provided in and preliminary data ultrasound findings
relation to the use of suggestinga section for women
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mammography or substantially higher rate | aged 30 years or older.
ultrasound as the initial of false-positive exams | If cytology study
imaging modality for than mammography. reveals atypical
symptomatic women in Like mammography, hyperplasia,
the age 35 — 50 years. ultrasound has a lower mammogram with
Over 50 years: specificity in younger ultrasound should be
: women. Studies have obtained prior to tissue
» Ultrasound is an shown an ability to find | biopsy. (NCCN 2007)
acceptable initial cancers not found on
investigation if: mammography but with g:g:ssf::g roef tikc])ial
L sensitivity inferior to that 9
« the lump is clinically of MRI. The value of lymph nodes can be
consistent with a simple ultrasound is greatest for used to assess the
cyst and a normal (non- women with significant extent of c_hsea;e and
cancerous) breast density. also to guide biopsy.
mammogram has been Ultrasound is less Ultrasound has been
performed in the last sensitive than MRI. but reported tg be
year. If the ultrasound has the advantage’ of abnormal in up to
does not confirm a being more widely 100% of breast.
typical cyst, further available and gan_cers occurring
investigation including : uring pregnancy.
mammography must be Zigz':;@t_"y less (NCCN 2006)
performed. (NBCC
2006)
MRT 12. Der Wert der MRT | Because of the benefits | Although younger [C] Magnetic resonance Over the past decade, Current evidence does
(Magnetresonanz ist im Rahmen von of MRI screening in women may be more imaging should be MRI of the breast has not support the use of
tomographie) prospektiv younger women with anxious about disease | considered in specific become a useful breast scintigraphy
randomisierten Studien | dense breasts women recurrence than older clinical situations where diagnostic adjunct to (eg, sestamibi scan) or
nicht evaluiert. in the 2049 age women, it should be other imaging mammography and ductal lavage, MRI in
groups who are reinforced that there is | modalities are not breast ultrasound for average risk women as
estimated to be at high | no evidence that reliable, or have been evaluation of breast routine screening
risk and meet certain intensive follow-up, inconclusive, and where cancer When used with | procedures. There are
criteria are likely to such as regular bone there are indications intravenous injection of | limited data available
benefit most from scans, CT scans, PET | that MRl is useful. an FDA-approved MR supporting the use of
increased MRI scans or MRI, improves contrast agent, MRI and ultrasound for
screening. Women who | survival or quality of life. gadolinium DTPA, breast cancer
are known to have a breast MRI has been screening as an
genetic mutation should (NBCC 2003) shown to be sensitive to | adjunct to
be offered annual MRI 83 to 100 % of breast mammography for high
surveillance if they are: cancers above a few risk women or those
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* BRCA1 and BRCA2 mm in size. A summary | with dense breast
mutation carriers aged analysis of breast MRI tissue. (NCCN 2007)
30-49 years. cases showed an overall
. . sensitivity to breast
e taton caers
MRI surv)éillance shoulﬁ high sensitivity of breast
be offered annuall MRI suggests that it
hen indicated Y might also be useful in
when indicated. screening for breast
From 30-39 years: to cancer. However,
women at a 10-year risk current concerns about
of greater than 8%. the potential of MRI as a
From 40-49 years: to screening test incl.
women at a 10-year risk costs, the lack of
of greater than 20%, or standardized exam
to women at a 10-year techniques and
risk of greater than 12% interpretation criteria,
where mammography the inability of MRI to
has shown a dense detect micro
breast pattern. calcifications, the
. N ultimate sensitivity of the
: Genetilc testing is test, variability of
appropriate o_nIy for a equipment, and
small proportion of preliminary data
women who are from suggesting a higher rate
high-risk families. of false-positive exams
* Risk-reducing surgery than mammography.
(mastectomy and/or Furthermore, MRI-
oophorectomy) is guided biopsies are not
appropriate only for a widely available, so it
small proportion of may not currently be
women who are from feasible to follow up
high-risk families and findings detected by MRI
should be managed by that cannot be visualized
a multidisciplinary team by other imaging
(NICE 2006). technologies.
Einfluss von 13. Die Wirkungen
Hormonen auf die endogener u. exogener
. Hormone sind bei
bl.ldgeber'ide Durchfiihrung und
Diagnostik Befundung
diagnostischer
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MaRnahmen zu
bertcksichtigen.
Schiden / 14. It is thought that Women whose regular
Belastungen: Friiherkennungsunter- ionising radiation screening begins at an
suchungen kénnen zu increases the risk of early age (e.g. age 30)
einer psychischen breast cancer may have a higher
Belastung fiihren. development after a potential for radiation-
Diesem Umstand ist latent period of 10 induced cancers. False
dringend durch eine years, that the risk is negatives can be
sorgféaltige Aufklarung cumulative, and that the attributed to inherent
Rechnung zu tragen. risk is greatest for technological limitations
adolescent exposure of mammaography,
and decreases with quality assurance
15. Das Intervall increasing age at failures, and human
zwischen exposure. In those error; false positives
Erstbefundung und aged > 50, the risk of also can be attributed to
notwendigen cancer induction is, very these factors as well as
apparativen sowie approximately, to heightened medical-
invasiven 1:100,000 per single legal concerns over the
diagnostischen view examination. The consequence of missed
Zusatzmaflinahmen average dose per cancers. Further, in
muss auf ein zeitliches examination (single some instances, a
Minimum reduziert view per breast) is patient's desire for
werden. approximately 2 mGy, definitive findings in the
the dose being presence of a low-
dependent on breast suspicion lesion also
thickness and exposure contributes to false
factors used. positives. The
Th £ consequences of these
theepTeesaeSnugeengfe nto errors inclu_de misse_d
. cancers, with potentially
psychologlgal worse prognosis, as well
S)‘/nk:p:)toms in women as anxiety and harms
with breast cancer associated with
.S'Lo.u.lg b? tailored to the interventions for benign
Igirclnlm:?ances of the or nonobligate precursor
! lesions. The evidence
patlgnt (e.g. presence suggests that some
of h_|gh level of distress women experience
or risk factors for anxiety related to
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problems).

screening and a greater
percentage experience
anxiety related to false-
positive results, but for
most women
psychological distress is
short-lived and does not
have lasting
consequences on either
stress levels or
likelihood of subsequent
screening.

Overtreatment: Since
some ductal carcinoma
in situ (DCIS) is not
progressive, diagnostic
evaluation and treatment
of DCIS lesions that
would not progress to
invasive disease is harm
associated with
screening, although the
extent of harm is
uncertain, as is how it
might be avoided.
Overtreatment of a
progressive DCIS lesion
that could be cured with
less aggressive
treatment also
represents harm,
although it should not be
attributed to screening.

Transparenz /
Information /

Aufklarung:

16. Die Leitlinie
Fraueninformation ist
Bestandteil der Leitlinie
,Brustkrebs-
Friherkennung in
Deutschland® und
Instrument der
Implementierung.

Health services in
England and Wales
have org. arrangements
in place for securing
improvements in cancer
services and those
responsible for their
operation should take

NHMRC published a
guideline for women
with early breast cancer
and their families:

« Use of interpreters: If
the woman is not fluent
in English, it is
important to use a

Network of local support
groups throughout
Scotland promotes the
care of cancer patients,
their families, friends
and the staff involved
professionally in cancer
care by providing

Problems can arise with
using “customised
information” as it is not
an inexpensive option
and it is not feasible to
provide tailored
information to cater for
the individual needs of

ACS had also published
a guideline version for
patients:

“Breast Cancer - fact &
figures 2005-2006”

If the physical breast
examination, radiologic
imaging, and
pathologic findings are
not concordant, the
clinician should
carefully. Reconsider
the assessment of the
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this guidance into qualified and practical and emotional | large groups of several patient's problem.

17. Die Leitlinie account when planning, | appropriate interpreter, | support, information, thousand women, such Incorporating the

Fraueninformation gibt
als Empfehlung den
Korridor an, in dem die
Erstellung qualifizierter
und sach-kompetenter
Informationsmaterialien
und ihre Bewertung,
unabhéangig vom
prasentierenden
Medium, erfolgen soll.

commissioning and
organising services for
cancer patients. The
recommendations in the
guidance concentrate
on aspects of services
that are likely to have
significant impact on
health outcomes Both
the anticipated benefits
and the resource
implications of
implementing the
recommendations are
considered. This
guidance can be used
to identify gaps in local
provision and to check
the appropriateness of
existing services. (NICE
2002)

rather than a family or
staff member.
Interpreters are
available free of charge
in both the public and
private sectors,
although they must be
booked in advance of
any consultation. A
telephone interpreter
through the Translating
and Interpreter Service
(TIS) can usually be
provided within a few
minutes, although it is
preferable to give some
notice

* Provision of
information: Women
from non—English-
speaking and

counselling and
therapies as required.

Centres and units
should develop an
integrated network of
cancer care using
common clinical
guidelines,
management protocols
and strategies of care.

as those enrolled in
population
programmes. It should
be born in mind that
tailored messages for
sub-groups are not
always effective for all
groups. In addition of its
beneficial effect on the
disease-specific
mortality, screening can
also having negative
effects for the women.
Healthcare providers
should be aware of all
potential benefits and
risks of screening for a
given cancer site before
embarking on new
population-based
cancer screening

patient into the health
care team's decision-
making empowers the
patient to determine
the level of breast
cancer risk that is
personally acceptable
in the screening or
follow-up
recommendations.
(NCCN 2007)

o programmes.
indigenous
Good communication backgroun_ds need_
between healthcare access to information
. about breast cancer.
professionals and
patients is essential. It | Some states have a
should be supported by | telephone information
evidence-based written | service for women who
information tailored to are not proficient in
the patient’s needs. English; state and
Treatment and care, territory cancer
and the information organisations can
patients are given about | provide contact details.
it, should be culturally Although the
appropriate. It should Multicultural Breast
also be accessible to Cancer Information
people with additional Service (MBCIS) is
needs such as physical, | located at the NSW
sensory or learning Cancer Council, women
disabilities, and to who live in other States
people who do not | Territories are
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speak or read English.
(NICE 2006)

welcome to contact
these service Lesbian
women and their
partners may have
special needs and
problems. These are
addressed in more
detail in the iSource
National Breast Cancer
Centre consumer guide
for women with early
breast cancer (in
preparation). (NHMRC
2001)

Data from a population
based survey of
Australian women with
breast cancer indicate
that only 30% of rural
women received
enough information
about financial support
for travel; the same
proportion reported
receiving enough
information about
accommodation. 66% of
rural women did not
receive enough inf.
about practical and
emotional support
available near treatment
centres. Women should
be offered referral to a
social worker or welfare
officer for practical
support, incl.
information and advice
about applying for
Government financial
assistance for travel
and accommodation
costs. (NBCC 2003)
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Qs:

- Qualitatsindikatoren
- Implementierung

- Evaluation

18.
Gesundheitsergebnis
und Lebensqualitat
mussen erfasst und
bewertet werden.

19. Implementierung
gelingt nicht durch
Richtlinien sondern nur
durch wissenschaftlich
fundierte
Veranderungsstrategie

20. Nur solche
klinischen MessgrofRen
sollten zur Beurteilung
der Qualitat der
Versorgung bei der
Brustkrebs-
Friherkennung zum
Einsatz kommen, die
den anerkannten
Qualitatsforderungen
genugen, die im
Konsensuspapier der
BAK, KBV und AWMF
niedergelegt sind.

All units carrying out
screening, diagnosis or
assessment must work
to agreed protocols
forming part of a local
quality assurance (QA)
manual, based on
national or European
documents containing
accepted clinical
standards and
published values. They
should work with a
specialist framework,
adhering to set
performance indicators
and targets. Variations
of practices and
healthcare
environments
throughout the member
states must not interfere
with the achievement of
these. A robust and
reliable system of
accreditation is required
for screening and
symptomatic units, so
that women, purchasers
and planners of
healthcare can identify
those breast clinics and
units which are
operating to a
satisfactory standard.
Any accreditation
system should only
recognise centres that
employ sufficiently
skilled and trained
personal. All units
involved in screening,
diagnostic or
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therapeutic activities
must ensure the
formation of proper
multidisciplinary
teamwork involving a
full range of specially
trained professionals
including a radiologist,
radiographer,
pathologist surgeon,
nurse counsellor and
medical oncologist/
radiotherapist. Quality
assurance programmes
should be mandatory
for breast cancer
services in order to
qualify for founding from
healthcare providers.

Qs:

- Multidisziplinaritat

21. Qualitatssicherung:
Brustkrebsfriiherkennu
ng ist eine
fachiibergreifende
Aufgabe. Es muss ein
qualitatsgesicherter
interdisziplinarer
Verbund aus klinischer
Untersuchung,
apparativer Diagnostik,
operativer Abklarung,
pathomorphologischer
Beurteilung und med.
Dokumentation
bestehen mit
Zusammenfiihrung des
gesamten
Qualitatsmanagements

The CHI/Audit teams
found that the concept
of multidisciplinary team
(MDT) working is
particularly well
established in breast
cancer. Almost all
Trusts treating these
patients now have
weekly MDT meetings
and all but one of the
lead consultants felt
that the benefits
definitely outweighed
the time invested in
these meetings (NICE
2002)

From April 2007
healthcare
professionals will need
to follow a code of
practice accompanying

Multidisciplinary care:
The outcome of patients
with breast and other
cancers is better if they
are treated by a
clinician who has
access to the full range
of treatment options in a
multidisciplinary setting.
(NHMRC 2001)

Some women with
breast symptoms can
be managed initially by
their general
practitioner (GP)

* Premenopausal
women or women on
HRT with tender lumpy
breasts

* postmenopausal
women with
symmetrical nodularity
provided in primary care
they have no localised
abnormality initially

* women with minor
and moderate degrees
of breast pain who do
not have a discrete
palpable lesion

» women aged less

Breast ultrasound
should only be carried
out by members of
medical staff specifically
trained and experienced
in this procedure. It
should not be carried by
GP’s or Health
Professional’'s who
have not undergone
such specific training
and who do not
participate in regular
performance or audit of
this activity. Itis
regarded as best
practice that whenever
possible the ultrasound
examination should be
carried out by a trained
and specialist
radiologist. Suitable
recording facilities for
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the Mental Capacity Act
(summary available
from:
www.dca.gov.uk/menin

cap/bill-summary.htm )
(NICE 2006)

than 50 years who have
nipple discharge that is
from more than one
duct or is intermittent
and is neither
bloodstained nor
troublesome.

Radiographers:
Radiographers
performing
mammography should
have undertaken the
postgraduate level
course on
mammography, and
should attend regular
courses for updates on
the technique.

Radiologists:
Radiologists with
appropriate training, a
special interest in
breast disease and an
appropriate workload
should be part of the
multidisciplinary team.
Radiologists should be
performing at least one
session of breast work
per week and reporting
at least 500
mammograms per
year and, ideally,
should be involved in
both screening and
symptomatic services.
They should also be
able to perform breast
ultrasound and breast
intervention procedures.
Screening radiologists
should read
approximately 5,000

sonographic images
must be available and
used to record all
significant findings with
images clearly
annotated to show side,
size, depth and position
of the lesion.
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mammograms per year,
participate in
assessment clinics and
have their work
regularly audited.
QsS: 22.QSinder Mammographic
Mammographie: Der surveillance should only
technischen be undertaken after
- Mammographic Qualitatssicherung provision of information
werden die EU about its potential
Leitlinien zugrunde advantages and
gelegt. Spezielle Aus- | disadvantages for the
und Fortbildung des early detection of breast
medizinisch- cancer, and where
technischen sowie offered, this should be
Weiter- und of high quality
Fortbildung des (equivalent to NHS
arztlichen Personals Breast Screening
(Stufenkonzept) muss | Programme standard)
sichergestellt sein. Bei | and audited. (NICE
der mindestens 2004)
selektiv notwendigen
Doppelbefundung
(BIRADS III-V) ist die
Zweitbefundung durch
einen zertifizierten
Experten
durchzufiihren. Die
sorgféltige Befund-
dokumentation und
Befundevaluation muss
gewabhrleistet sein.
QS: 23. Die histologische Centres which The triple test approach | Patients in whom the If core biopsy is * Desires breast
Diagnostik unklarer predominantly use core | to diagnosis triple assessment has performed for preservation: Core
- bildgebungs- Befunde erfolgt durch | biopsy should also The trible test refers t not excluded cancer microcalcification it is biopsy of breast tumor,
gesteuerte Stanzbiopsie, maintain expertise in 3 de' rlpet_es TEIers10 | should have their case | essential that specimen consider FNA of
interventionelle Vakuumbiopsie oder FNA cytology so that lagnostic discussed at a radiography of the clinically positive
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minimal-invasive offene Biopsie. this method can be components: multidisciplinary cores be obtained to axillary lymph node(s)
Perkutane used when appropriate. meeting involving demonstrate the or sentinel lymph node

Biopsie

Interventionen muissen
nach den
Qualitadtsempf.
durchgefiihrt werden.
Die Punktionsrichtung
ist so zu wahlen und zu
dokumentieren, dass
der Stichkanal bei
typischer
Schnittfihrung durch
die nachfolgende
Operation exzidiert
werden kann.

The combination of
clinical examination,
mammography/ultrasou
nd and image-guided
core biopsy or fine
needle aspiration (FNA)
- known together as
triple assessment -
should be available for
women with suspected
breast cancer at a
single visit. After
surgery, the pathologist
should give detailed
reports on excised
cancers which include
information on tumor
type, pathological size,
histological grade,
vascular invasion,
extent of ductal
carcinoma in situ, tumor
margins, and lymph
node status when
appropriate. This
information should also
be given to the cancer
registry. Routine use of
triple assessment can
increase the speed and
accuracy and reduce
the cost of diagnosis.
When the three tests
give consistent results,
a definitive positive or
negative diagnosis
(predictive value) can
be given 99% of the
time. This minimises the
need for open biopsy,
thus preventing
unnecessary surgery

« medical history and
clinical breast
examination

« imaging:
mammography and/or
ultrasound

» Non-excision biopsy:
fine needle aspiration
(FNA) cytology and/or
core biopsy.

The sensitivity of the
‘triple test’ is greater
than any of the
individual components
alone. The triple test is
positive if any
component is
indeterminate,
suspicious or malignant.

The correct sequencing
of tests is important to
the overall interpretation
of the results (refer to
flow chart). It is the
responsibility of the
managing clinician to
correlate the
cytological/ histological
results with the clinical
and imaging findings.

A triple test positive
(indeterminate,
suspicious or
malignant) was found in
99.6% of breast
cancers. Any positive
result requires specialist
referral and further
investigation, with the
likelihood of cancer

specialists from
surgery, nursing,
pathology, oncology
and imaging.

Methods of assessment
of a breast abnormality
include clinical
examination, imaging
and sampling the lesion
with a needle for
cytological/histological
assessment (fine
needle aspirate
cytology; FNAC, or core
biopsy). These three
investigations
collectively comprise
triple assessment. The
use of specimen
radiographs is
necessary in the
pathology department
to allow histological
examination of the
appropriate portion of
the biopsy specimen
and to confirm excision
of the mammographic
lesion. Where a
localised abnormality is
present, patients should
have imaging usually
followed by fine needle
aspirate cytology or
core biopsy.

presence of
calcification.

Where resources allow,
vacuum- assisted
biopsy techniques offer
significant advantages
for biopsy in a
proportion of patients in
archiving definitive pre-
operative diagnosis and
reducing the need for
surgical intervention.
This technique can
provide greater tissue
volume for histological
analysis with less risk of
epithelial displacement
or underestimation of
disease such as DCIS
or invasive tumors. It
can also be used for
excision of benign
lesions. Where
resources are scarce, it
should be borne in mind
that the disposable
elements of FNAC are
approximately 1, - Euro
compared to core
biopsy, 20, - Euros, and
vacuum-assisted biopsy
techniques, 300, - Euro.
Costs of time and
number of staff involved
in performance of the
procedure, and non-
disposable equipment
costs must also be
considered and
balanced with the true
benefit of the procedure
in relation to

procedure if clinically
negative axillary lymph
node(s)

« Consider pathologic
confirmation of
malignancy in clinically
positive nodes using
ultrasound guided FNA
or core biopsy in
determining if patient
needs axillary lymph
node dissection.
Phyllodes tumors often
appear on ultrasound
and mammography as
fibroadenomas, and
FNA cytology and even
core needle biopsy are
inadequate to reliably
distinguish phyllodes
tumors from
fibroadenoma. FNA will
not, and core biopsy
may not distinguish
fibroadenoma from
phyllodes tumor in
most cases.

« Examination or
imaging positive for
breast lesion: Core
biopsy of breast lesion
and full thickness skin
biopsy of involved
nippleaeola complex
(NAC)

« Sentinel node team
must have
documented
experience with
sentinel node biopsy in
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and reducing anxiety. increasing if more than subsequent patient breast cancer. Team
Surgical biopsy rates one component is management. includes surgeon,
can fall by over 50% positive. radiologists, nuclear
when triple assessment | A trile test ti medicine physician,
is used. riple test negative pathologist, and prior
on all components discussion with

Core biopsy samples provides good evidence medical and radiation
can be processed within | that cancer is unlikely oncologists on use of
48 hours, so the delay | (less than 1%) and sentinel node for
between investigation further investigation can treatment decisions
and the consultation at | be avoided for most of Consider patholo ic.
which women are these women (if there confirmatign of 9
informed of the results | are no other high risk malignancy in clinically
can be kept short. factors) (NBCC 2006) positive nodes using
Both core biopsy and ultrasound guided FNA
FNA are effective or core biopsy in
methods for taking determining if patient
tissue samples from needs axillary lymph
breasts, but there has node dissection.
been a widespread shift :
h « Evaluation of the
in the .UK from FNA to pregnant patient with
core biopsy. Audit suspected breast
eyldencg s_hows very cancer should include
wide variations between a physical examination
centres in bath . with particular attention
adequacy of sampling to the breast and
and false negative rates .

. regional lymph nodes.
W'th both methods, However, the preferred
which suggests that technique is core
operator skill is crucial needle biopsy. This
for determlnlng provides tissue for
outcome. Audit of UK histological
screening centres found confirn?ation of
b core biopsy was invasive disease as
more likely to give an well as providing
unequivocal result (85% adequate tissue for
of core _samples . hormone receptor and
categorised as benign HER- 2/neu analyses
or malignant, compared ’
with 62% of FNA (NCCN 2006)
samples) and The two outcomes of
inadequate sampling is needle sampling are
less common (core fluid or no fluid. If no
biopsy median fluid is obtained,
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