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Introduction

In the 2015 edition of Clinical Practice Guidelines for

screening and imaging diagnosis of breast cancer, the

major revisions were as follows;

• The recommended grade in screening CQ2 was

updated.

CQ2. Is screening mammography recommended for

subjects aged 50 years or older? (Recommended from

grade A to B).

• Screening CQ4 was newly described.

CQ4. Is digital breast tomosynthesis recommended for

breast cancer screening? (Recommended grade C1).

• The recommended grade in screening CQ6 was updated.

CQ6. Is breast cancer screening with non-contrast MRI

including diffusion-weighted imaging recommended?

(Recommended from grade C2 to D).

• Contents of imaging diagnosis CQ3 (formerly, imaging

diagnosis CQ2) were updated.

CQ3. Is ultrasonography recommended as a tool for

differential assessment of benignancy/malignancy of

mass or non-mass lesions of the breast? (Mass

lesions;Recommended grade B, non-mass lesions;Rec-

ommended grade C1).

• Contents of CQ and recommended grade in imaging

diagnosis CQ9 have been modified.

CQ9. Are liver ultrasonography, chest and abdominal

CT, bone scintigraphy, and FDG-PET recommended as

preoperative examinations?

Liver ultrasonography, chest and abdominal CT, bone

scintigraphy, and FDG-PET are recommended as

preoperative examinations (staging) in patients with

stage I or II initial primary breast cancer presenting

with symptoms and/or findings indicative of distant

metastasis and in patients with stage III initial primary

breast cancer. (Recommended from grade C1 to B).

• Imaging diagnosis CQ10 has been modified with

respect to the recommended grade in CQ.

CQ10. Is imaging diagnosis recommended for evalua-

tion of axillary lymph nodes?

Ultrasonography is recommended for preoperative

evaluation of the axillary lymph node. (Recommended

from grade C1 to B).

This article is an English digested edition of the Clinical Practice

Guideline of Breast Cancer 2015, published by Kanehara & Co., Ltd.

Details of recommendation grades were explained in the previous

report(Breast Cancer. 2015;22:1–4).
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For reference

Categorization in the Japanese mammography guidelines

and those of the Breast Imaging Reporting and Data

System.

The Breast Imaging Reporting and Data System (BI-

RADS) developed by the American College of Radiology

(ACR) as a standardized quality assessment tool for

drawing up imaging findings and reports is universally

recognized. In Japan, the ‘‘Guidelines for Mammography’’

complied on the basis of the 2nd edition of BI-RADS were

published in 1999. According to those guidelines, mam-

mogram findings are finally assessed for malignancy using

5 grading categories, i.e., category 1 or 2 requiring no

additional detailed examination and categories 3–5 war-

ranting further detailed examinations.

The 5th edition of BI-RADS [1], on the other hand, is

designed to provide a general flow of the breast cancer

screening process as follows: lesions presenting screen-

ing-identified mammographic findings based on which

malignancy cannot be negated are classified into cate-

gory 0 and subjected to detailed examination performed

later, i.e., additional mammography and ultrasonography

at the initial screening site; if no malignant findings are

noted in the detailed examination, the lesion is classified

into category 1 or 2; if findings are probably benign

(malignancy level: B2 %) requiring a follow-up at

6 months later, the lesion is classified into category 3; or

if a higher malignancy level is suspected, the lesion is

classified into category 4 or 5, warranting histopatho-

logical examination.

It is often the case in Japan at present that screening and

the subsequent medical workup are conducted at different

facilities, so that radiologists and other physicians at the

latter sites may experience some difficulty in referring to

screening mammograms. Eventually, it is considered nec-

essary for precise control of accurate screening in Japan to

classify lesions presenting findings that correspond to BI-

RADS category 0 into categories 3–5. However, it is an

obvious fact in this country that categorization in the

worldwide spread of BI-RADS and the categorization

unique to Japan are concurrently effective, causing a great

deal of confusion. Inasmuch as the positive predictive

value for category 3 substantially differs between these two

systems, it is necessary to particularly convert pertinent

data into BI-RADS categories in transmitting data gener-

ated in Japan to overseas. Furthermore, the policy in clin-

ical practice for category 3 cases entirely differs as to

whether the patient is to be followed by checkups or,

otherwise, to be subjected to detailed examinations. Further

measures such as terminological modifications and con-

sensus building are considered needed in Japan.

Screening

CQ1. Is breast cancer screening by clinical breast

examination alone recommendable?

Recommendations

Screening for breast cancer by clinical breast examination

alone is not recommended (Grade D).

Japan is the only country in which breast cancer screening

solely based on clinical breast examination has been exten-

sively performed. The odds ratio of a group of subjects

receiving a screening within 1 year from the day on which the

subject was diagnosed as having breast cancer is 0.93 (95 %

CI: 0.48–1.79) and there was no mortality rate-reducing effect

according to a case–control study in Japan [2].

The outcome of breast cancer is relatively favorable

even in a patient who has begun treatment after subjec-

tively noticing a palpable mass, and screening by clinical

breast examination alone is thus considered to be of some

definite significance including an enlightening effect,

though its sensitivity is low, in a stage of social maturation

which has not progressed as far as it could; however, it will

not surpass imaging-based screening in terms of assess-

ment effectiveness.

CQ2. Is screening mammography recommended

for subjects aged 50 years or older or for subjects

in their forties?

Recommendations

Mammographic screening for breast cancer in women aged

50 years or older is recommended (Grade B).

Mammographic screening for breast cancer in women in

their forties is recommended (Grade B).

Recommendation for screening mammography in

women aged 50–74 years is ranked Grade ‘‘B’’ in the 2009

version of the U.S. Preventive Services Task Force

(USPSTF) [3]. The mortality-reducing effect in women

aged 50–59 years was RR: 0.86 (95 % CI: 0.75–0.99)

according to results of a meta-analysis of data from six

representative randomized controlled studies, and the

mortality-reducing effect in women aged 60–69 years was

RR: 0.68 (95 % CI: 0.54–0.87) according to results of a

meta-analysis of data from two randomized controlled

studies. There was no appreciable mortality-reducing effect

in women aged 70–74 years (RR: 1.12; 95 % CI:

0.73–1.72) though these data were from a single study.

Mammographic screening in women 50 years of age or

older is widely conducted in Europe and the U.S.: in Japan,

the Ministry of Health, Labour and Welfare issued a

Breast Cancer

123

guide.medlive.cn

http://guide.medlive.cn/
http://guide.medlive.cn/


circular notice to the effect that mammographic screening

would be a standard method of breast cancer screening in

subjects from the age of 50 or older, effective from 2000

on. In recent years, however, over-diagnosis has been and

is still subject to lively controversy as a disadvantage of

screening by mammography [4]. The definition thereof

consists not in false positive on screening but in discovery

and treatment of breast cancer that has no impact on the

vital prognosis even without administering treatment.

Physicians should be cognizant of the presence of over-

diagnosis in conducting breast cancer screening and pro-

vide relevant information to subjects undergoing the

screening.

In the USPSTF 2009 recommendation statement,

screening mammography in individuals of ages between 39

and 49 years is placed as a Grade C recommendation [3].

Screening mammography is considered to have relatively

high usefulness in such a subpopulation because the breast

cancer incidence rate peaks in individuals in the latter half

of their forties in Japan. Nationwide surveys are yet to be

made, but it is infeasible under the present circumstances to

directly apply in Japan those interpretations based on

Europe/US data as they are; therefore, it is considered

appropriate to continue the use of the current recommen-

dations for the time being.

CQ3. Is digital mammography equally

as recommendable as screen film mammography

in screening for breast cancer?

Recommendations

In the screening for breast cancer, digital mammography is

equally as strongly recommendable as screen film mam-

mography (Grade A).

Currently, the use of the digital mammography method is

increasing rapidly. The Digital Mammographic Imaging

Screening Trial (DMIST) was designed to measure clinically

important differences in diagnostic accuracy between digital

and film mammography [5]. A total of 49,528 asymptomatic

women presenting for screening mammography at 33 sites in

the U.S. and Canada underwent both digital and film mam-

mography. In the entire population, the diagnostic accuracy of

digital and film mammography was similar (difference

between methods in the area under the ROC curve, 0.03;

95 % confidence interval, -0.02 to 0.08; p = 0.18). How-

ever, the accuracy of digital mammography was significantly

higher than that of film mammography among women under

the age of 50 years (difference in the area under the curve,

0.15; 95 % confidence interval, 0.05–0.25; p = 0.002),

women with heterogeneously dense or extremely dense

breasts on mammography (difference, 0.11; 95 % confidence

interval, 0.04–0.18; p = 0.003), and premenopausal or

perimenopausal women (difference, 0.15; 95 % confidence

interval, 0.05–0.24; p = 0.002).

CQ4. Is digital breast tomosynthesis recommended

for breast cancer screening?

Recommendations

There are not sufficient grounds for recommending breast

cancer screening with digital breast tomosynthesis as yet

(Grade C1).

There have been many published reports of large-scale

studies comparing diagnostic performance of two-dimen-

sional (2D) mammography and digital breast tomosynthe-

sis (DBT). A plurality of screening trials as prospective

clinical studies are in progress worldwide, from which

preliminary reports of two of those trials have been pub-

lished. In the Oslo Tomosynthesis Screening Trial (OTST)

reported from Oslo covering 12,631 women [6], compar-

ison of a 2D mammography group and a 2D mammogra-

phy?DBT group revealed that the breast cancer detection

rate was increased by 27 % (or by 40 % for invasive cancer

in particular) and the recall rate decreased by 15 % as a

result of application of DBT. In a study reported from Italy

(Screening with Tomosynthesis OR standard Mammogra-

phy; STORM) in 7292 women [7], the recall rate was

reduced by 17.2 %. These preliminary findings suggest the

need of randomized controlled trials. Use of DBT in the

screening would be anticipated for subjects with dense

breasts and those with breast cancer risk. Standard criteria

will have to be set up for ascertaining in what individuals

DBT screening be undertaken.

CQ5. Is breast cancer screening mammography

with concomitant echography recommended?

Recommendations

There are not sufficient grounds for recommending breast

cancer screening by ultrasonography as yet (Grade C1).

Mammography is an effective method of breast cancer

screening with a proven mortality rate-reducing effect, but

it cannot be denied that the effectiveness of mammography

is relatively low in cases of dense breasts and in young

women. At present, however, ultrasonography lacks

rational grounds for its effectiveness and is not recom-

mended as a tool for population-based (organized)

screening [8, 9]. Its application as an ancillary optional

screening tool for mammographic screening of dense

breast cases and young women is expected. In such

instances, nevertheless, subjects to be examined should be

given an explanation about the disadvantages such as the

potential need for an expensive complete medical workup.
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CQ6. Is breast cancer screening with non-contrast

MRI including diffusion-weighted imaging

recommended?

Recommendations

As it cannot be said that there are sufficient scientific

grounds for breast cancer screening with non-contrast MRI,

including diffusion-weighted imaging, it is not recom-

mendable to implement such a program (Grade D).

Greater improvement of diagnostic performance of non-

contrast MRI may be expected as compared to mammog-

raphy, but no comparative high-level evidence trial has as

yet been conducted. Radiographic methods and diagnostic

criteria in diffusion-weighted imaging should be stan-

dardized in order to use diffusion-weighted imaging for

breast cancer screening. The ground for demonstrating the

usefulness of diffusion-weighted imaging in cases of

asymptomatic non-palpable lesions subject to screening is

insufficient at present [10]. Therefore, breast cancer

screening with non-contrast MRI, including diffusion-

weighted imaging, cannot be recommended.

CQ7. Is FDG-PET recommended for breast cancer

screening?

Recommendations

FDG-PET is not recommendable for breast cancer

screening (Grade D).

There has been no evidence shown to enable a definitive

judgment as to whether screening with FDG-PET has any

breast cancer mortality rate-reducing effect or not. Fur-

thermore, the breast cancer detection rate by screening with

FDG-PET is lower than that by the current breast cancer

screening with mammography combined with clinical

breast examination [11]. In addition, a FDG-PET is

extremely expensive, and this procedure has the disad-

vantage of entailing systemic exposure. Therefore, FDG-

PET is not useful as a screening method for breast cancer.

Diagnosis

CQ1. Is diagnostic mammography recommended

in young women?

Recommendations

Diagnostic mammography performed with meticulous care

may be considered, although there are as yet no sufficient

scientific grounds for application of diagnostic mammog-

raphy in young women (Grade C1).

Application of this procedure in the clinical practice

setting should be judged taking into consideration the

lower breast cancer incidence rate for women under 30 or

35 years of age as compared to women in their forties or

fifties, and also with an understanding of the merits and

drawbacks of this diagnostic modality [12, 13].

CQ2. Is ultrasonography recommended as a means

for breast cancer detection in the clinical practice

setting?

Recommendations

Ultrasonography is recommended for patients in whom

mammography and palpation have failed to detect abnor-

malities (Grade B).

Relatively not much importance has been attached to

ultrasonographic diagnosis in Europe and the U.S., both of

which have a long history of mammography; however,

ultrasonography is gradually being seen in a new light in

recent years with the improvement of ultrasonographic

diagnostic apparatus and diagnostic techniques.

It has been reported that a large-scale multicenter

prospective study using ultrasonography and mammogra-

phy for breast cancer screening (Study ACRIN6666)

demonstrated that discoveries of breast cancer increased by

1.1–7.2 persons per 1000 and the false positive rate also

increased as a result of concomitant application of ultra-

sonography [14]. In Japan as well, concomitant application

of ultrasonography in breast cancer screening is currently

being investigated and a large-scale clinical study [15] is in

progress. The study is probably the largest randomized

clinical study in the world, with more than 75,000 subjects

enrolled besides introduction of the accuracy control of

ultrasonography. Results of the study will strongly influ-

ence the future trend of breast ultrasonography.

CQ3. Is ultrasonography recommended as a tool

for differential assessment

of benignancy/malignancy of mass or non-mass

lesions of the breast?

Recommendations

The performance of ultrasonography is recommended for

diagnostic differentiation between benign and malignant

mass lesions of the breast (Grade B).

The performance of ultrasonography with meticulous

care may be considered although there is no sufficient
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scientific ground as yet for diagnostic differentiation

between benign and malignant non-mass lesions. (Grade

C1).

The BI-RADS for Ultrasound [16] provides informa-

tion to enable standardization of terms of imaging find-

ings and homogeneous diagnosis, and it has been reported

that the true positive ratio is 71.3 %, the positive pre-

dictive value 67.8 %, and the negative predictive value

92.3 % in the diagnostic differentiation between benig-

nancy and malignancy of solid masses of the breast [17,

18]. However, although the diagnostic validity is high for

masses greater than a certain size, there are noticeable

differences in interobserver findings as to small lesions

where the accuracy of diagnosis is in no way high [19,

20]. Further improvement of accuracy through the further

technical development of instruments/apparatus with

microlesions in view and introduction of new applications

is expected.

Further, terms for non-mass lesions are not clearly

defined in BI-RADS. For example, a hypoechoic area may

be placed under the category of non-mass lesions in Japan

while it is frequently classified as an ill-defined hypoechoic

mass overseas [21]. There are only limited reports dealing

with categorization of non-mass lesions at present [22, 23],

so that terminological assessments and multicenter studies

seem to be needed to provide a highly reproducible cate-

gorization scheme. Particularly, the necessity to check and

improve consistency between the Japanese guideline and

BI-RADS is considered as extremely urgent.

CQ4. Is flow imaging in ultrasonography

recommendable for diagnostic differentiation

between benignancy and malignancy of mass

lesions?

Recommendations

Flow imaging in ultrasonography performed with meticu-

lous care may be considered although there is no sufficient

scientific ground as yet for diagnostic differentiation

between benign and malignant mass lesions (Grade C1).

Flow imaging (a general term for tumor vascularity,

Doppler, contrast enhanced ultrasonography, etc.) is

installed as a standard device in virtually all breast

echography systems but there are no established diagnostic

criteria. Further, examination by flow imaging involves

measurement errors due to performance and setting of the

system parameters or variations in the operator’s technical

skill that cannot be disregarded. Such errors are magnified

particularly when studying microlesions. Necessary

requirements remain, such as improvement of precision of

the apparatus, standardization of the settings, and accuracy

control of the examination technique [24].

CQ5. Is elastography in ultrasonographic

examination recommendable for diagnostic

differentiation between benignancy and malignancy

of mass lesions?

Recommendations

Elastography performed with meticulous care in ultra-

sonographic examination may be considered although there

are no sufficient scientific grounds for diagnostic differ-

entiation between benignancy and malignancy of mass

lesions as yet (Grade C1).

Tissue elasticity imaging is a novel technology most

deserving of special mention in the latest diagnostic

ultrasonographic instrumentation. Elastography is a new

technique, the use of which has rapidly become widespread

in recent years, and many recent prospective clinical study

reports have shown the usefulness of the elasticity score as

well as of the elasticity index, and indicated that specificity

was improved by concomitant elastography in ultrasono-

graphic examination of women in whom a medical workup

was recommended as a result of screening. This modality

has been being recognized as a clinically useful technique

[25–28]. However, the problem of operator dependency is

also a point at issue [29], so there are matters yet to be

resolved such as verification of the extent of operator

dependency involvement.

Furthermore, ultrasound elastography utilizing acoustic

radiation force impulse (ARFI) technology and a technique

whereby the propagation velocity of shear waves generated

within a tissue is measured have been reported in recent

years [30–35]. This technique is expected to entail less

operator dependency and is currently under assessment for

clinical usefulness. In the future, usefulness of the fol-

lowing three techniques, each applied alone or two or more

applied in combination, will have to be assessed and ver-

ified: elasticity imaging that allows manual strain analysis,

elastography utilizing ARFI, and hardness analysis using

shear wave velocity.

CQ6. Are CT and MRI recommended

in determining diagnosis and treatment policies

for intra-breast lesions?

Recommendations

1. MRI is recommended in determining diagnosis and

treatment policies for intra-breast lesions (Grade B).

2. CT is not recommended in determining diagnosis and

treatment policies for intra-breast lesions (Grade D).

It is rather uncommon that MRI is performed in deter-

mining diagnosis and treatment policies for intra-breast
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lesions in the clinical practice setting where the indication

for biopsy is determined according to categorization of

respective examination procedures in the case of a lesion

identified by mammography or ultrasonography and the

lesion is subjected to imaging-guided biopsy. However,

MRI obviously has higher diagnostic performance than

mammography and ultrasonography and is considered

useful in such cases where it is difficult to decide defini-

tively on the indication for biopsy due to inconsistencies

among clinical findings and mammographic and ultra-

sonographic findings or where it is difficult to perform

imaging-guided biopsy by mammography or ultrasonog-

raphy. In the EUSOBI guideline as well, evaluation of

lesions of which diagnosis by mammography or ultra-

sonography is inconclusive constitutes an indication for

MRI [36].

Meanwhile, there is no published study demonstrating

superiority in diagnostic performance of CT to mammog-

raphy and ultrasonography. The grounds, on which the

verification of the usefulness of CT in determining the

diagnosis and treatment policies for intra-breast lesions can

be based, are therefore insufficient. Furthermore, CT has a

major drawback in that any attempt to conduct a dynamic

study for kinetic analysis of lesions will eventually lead to

increased exposure to X-rays, so that performance of CT

for determining diagnosis and treatment policies for intra-

breast lesions cannot be recommended.

CQ7. Are CT and MRI recommended

for diagnosing the extent of breast cancer?

Recommendations

1. MRI is recommended for diagnosing the extent of

breast cancer (Grade B).

2. CT may be more effective than conventional clinical

findings, mammography and ultrasonography in diag-

nosing the extent of breast cancer prior to breast-

conserving surgery in patients in whom MRI cannot be

performed (Grade C1).

It has been documented in many papers that the diagnostic

validity of MRI breast cancer extent assessment is higher

as compared to mammography and ultrasonography. In

recent years, however, a report has appeared demonstrating

no significant difference in the percentage of cases

requiring reoperation (19 vs 19 %) between a group of

MRI-examined patients (n = 816) and a non-MRI-exam-

ined patient group (n = 807) [37]. It has been pointed out,

nevertheless, that the percentage of cases requiring reop-

eration substantially varies among medical institutions [38]

and that information gained by MRI scanning with the

patient in the prone position may not be correctly reflected

in breast-conserving surgery. Subsequently, an additional

report has been published indicating the usefulness of

preoperative MRI in a study that employed the percentage

of cases requiring reoperation as an endpoint [39] as well

as a report not indicating the usefulness of preoperative

MRI [40], so further accumulation of pertinent data is

anticipated.

There is no certain evidence at present to indicate that

breast MRI scanning should be performed as a routine

preoperative examination in cases of breast-conserving

surgery. The usefulness of preoperative MRI as evaluated

using the percentage of cases requiring reoperation as an

endpoint is currently subject to worldwide controversy.

However, it is unquestionably clear that MRI is superior to

any other imaging examinations in respect of accuracy of

diagnosis of the extent of breast cancer.

It is a noticeable characteristic feature of medical

practice in Japan that contrast enhanced CT has been fre-

quently adopted in the evaluation of the extent of breast

cancer [41]. However, it has been reported that CT and

MRI are virtually comparable in terms of diagnostic

specificity but the former is significantly lower in sensi-

tivity and in accurate diagnosis rate [42, 43]. Contrast

enhanced CT may have potential usefulness in preopera-

tively diagnosing the extent of breast cancer in patients in

whom MRI cannot be performed due to claustrophobia,

implanted metal devices, or adverse reactions to contrast

medium.

CQ8. Is MRI recommended for detecting multifocal

breast cancer undetectable by mammography

and ultrasonography?

Recommendations

MRI is recommended for detecting multifocal breast can-

cer which is undetectable by mammography and ultra-

sonography (Grade B).

The usefulness of MRI in detecting multifocal breast

cancer that cannot be detected by mammography and

ultrasonography has been recognized from early on in

Europe and the U.S. Therefore, stress has been placed on

the need for an MRI-guided biopsy from the first half of the

1990s, and the procedure is stated as an essential technique

in the European and U.S. guidelines [36, 44]. A unicenter

study with MRI-guided biopsy in Japan showed that the

frequency with which breast cancer was detected was 33 %

(34/102) [45]. Currently, measures to cope with lesions

detectable only by MRI should be examined since MRI-

guided biopsy is not included in the category of techniques

acceptable for national health insurance reimbursement in

this country.
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CQ9. Are liver ultrasonography, chest

and abdominal CT, bone scintigraphy, and FDG-

PET recommended as preoperative examinations?

Recommendations

1. Liver ultrasonography, chest and abdominal CT, bone

scintigraphy, and FDG-PET are not recommended as

preoperative examinations (staging) in patients with

stage I or II initial primary breast cancer presenting

with no symptoms or findings indicative of distant

metastasis (Grade C2).

2. Liver ultrasonography, chest and abdominal CT, bone

scintigraphy, and FDG-PET are recommended as

preoperative examinations (staging) in patients with

stage I or II initial primary breast cancer presenting

with symptoms and/or findings indicative of distant

metastasis and in patients with stage III initial primary

breast cancer (Grade B).

The usefulness of bone scintigraphy, liver ultrasonography,

and FDG-PET as preoperative examinations (staging) of

stage I to II initial primary breast cancer with low inci-

dence of distant metastasis is insignificant. However, bone

scintigraphy, liver ultrasonography, and FDG-PET (in-

cluding PET/CT) may be considered in such patients who

present with metastasis-related clinical manifestations such

as localized bone pain or abdominal symptoms or who

show blood biochemical test abnormalities such as eleva-

tion of alkaline phosphatase and hepatic dysfunction as

well as in patients with stage III or more advanced breast

cancer with a high risk of distant metastasis [46–48].

CQ10. Is imaging diagnosis recommended

for evaluation of axillary lymph nodes?

Recommendations

1. Ultrasonography is recommended for preoperative

evaluation of the axillary lymph node (Grade B).

2. Application of CT or PET solely for the purpose of

evaluating axillary lymph nodes is basically not

recommended because scientific grounds for their

application seem to be insufficient (Grade C2).

Sporadic reports have described the superior diagnostic

sensitivity of axillary lymph node evaluation by means of

ultrasonography, CT, or FDG-PET, and the accurate

diagnosis rate with these modalities is higher as compared

to palpation. All these procedures have relatively high

image-diagnostic specificity and therefore are considered

amply applicable in the clinical setting [49, 50]. Never-

theless, omitting sentinel node biopsies solely on account

of negative findings in diagnostic imaging should be

avoided, as well as the selection of axillary regional lym-

phadenectomy just because of positive findings in diag-

nostic imaging. There are no ample grounds for

recommending the application of CT or FDG-PET, besides

ultrasonography, for the sole purpose of axillary lymph

node evaluation [51, 52].

CQ11. Is imaging diagnosis more useful

than a clinical breast examination in interpreting

therapeutic responses to neoadjuvant

chemotherapy?

Recommendations

Evaluation by imaging diagnosis is more recommended

than clinical breast examination in interpreting therapeutic

responses to neoadjuvant chemotherapy. However, no

conclusions have been reached yet as to the selection of the

proper modality or modalities, and the proper evaluation

protocol (Grade B).

Recognition of imaging diagnosis is emerging as a tool

for early prediction of clinical responses to neoadjuvant

chemotherapy and has obviously greater usefulness than a

clinical breast examination [53]. However, the accuracy

control of image-diagnosis instruments in evaluating

neoadjuvant chemotherapy is still not sufficient. Studies are

currently in progress regarding not merely dimensional but

also morphologic changes in tumors, changes in image

pattern, changes on diffusion-weighted imaging, and the

like, so that no conclusions have been reached yet as to

selection of the proper modality (or modalities) and appro-

priate evaluation protocol. Study of the results of further

investigations will clarify the usefulness and techniques of

imaging modalities, timing of image evaluation, and so on.

CQ12. Is FDG-PET recommended at least

for detecting postoperative recurrence

and metastasis of breast cancer in patients suspected

to have some signs of recurrence?

Recommendations

FDG-PET is recommended for detecting postoperative

local recurrence and metastasis in breast cancer patients

with positive clinical test findings (Grade B).

FDG-PET is not recommended as a post-breast surgery

routine examination. However, FDG-PET is commonly

performed as a tool for identifying metastasis and deter-

mining treatment policies in patients suspected to have

recurrence from physical findings, other imaging exami-

nations, or tumor markers and in those with a proven local

recurrence: FDG-PET is considered useful in such patient

groups [54–56].
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CQ13. Is biopsy recommended in cases of distant

recurrence?

Recommendations

1. A biopsy is recommended in the case of a lesion likely

to be a distant recurrence lesion which cannot be

concluded to be of breast cancer origin (Grade A).

2. Biopsies performed with meticulous care may be

considered, though lacking in sufficient scientific

grounds as yet, in the case of a lesion likely to be a

distant recurrence lesion which can be concluded to be

of breast cancer origin where ER, PgR, and HER2 of

the primary lesion are unknown or where relevant

laboratory test data are not really reliable (Grade B).

Whilst a biopsy should be considered in the case of a lesion

which cannot be definitively identified as being a distant

recurrence of a breast cancer lesion, treatment may be

brought forward without conducting a biopsy if the lesion

is conclusively a distant recurrence lesion and if

immunohistochemical data concerning the primary lesion

are reliable. However, a biopsy of the distant recurrence

lesion may have to be considered whenever feasible if ER,

PgR, and HER2 data at the initial surgery are unknown or

not considered reliable [57–60].

In conducting a biopsy, the benefits and disadvantages

should be fully taken into account and patient pain and

complications must be minimized. A biopsy should be

performed only when the patient has been given an adequate

explanation of his/her disease condition and in cooperation

with other related departments. Since facilities available for

the safe conduct of biopsies of distant recurrence lesions are

limited, such a facility should be entrusted with carrying out

the biopsy without hesitation if the current facility lacks any

of the capability or capacity for carrying out biopsies.
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