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Leitlinie 
Inhalt.  
Eckpunkte 

01 
AB 
FP 

02 
ACR 

03 
AG
O. D 

04 
AG
O. Ö 

05 
BA 
SO 

06 
CM
A 

07 
CC
O 

08 
FMS 

09 
IC 
SI 

10 
IS 
SO 

11 
NC 
CN 

12 
NHM
RC 

13 
RA-
CoS 

14 
RCR 

15 
SI 
GN 

16 
SSO 

 Zuordnung der ausgewählten Beispiele (vorbildliche Textbausteine) 

Inhalte / Methodik / 
Anwendungsbereich 

*    * *  
1 
2 

*  
3 

* *  * *  * *  

Behandlungsziele / 
Planung / Interaktion  

    6       4 5    

Definition           7      
Epidemiologie    8             

Genetik              9 
10 

   

Allg. Diagnostik 14  16   11 
12 

    17 15 13    

Bildgebende 
Diagnostik 

    19          18  

Pathologische  
Diagnostik 

21           20     

Staging / Grading     23      24 25 
26 

 22   

Prognosekriterien            27     

Operative Therapie 

   31  34 
35 

     28 
29 
30 
32 
33 
38 
39 
40 
41 

36 
42 

 37  

Medikamentöse  
Therapie 

  45 43        46 
47 
48 
49 
50 

  44  

Radioonkologie 

 52    53 
54 
55 
56 

     51     

Unkonventionelle 
Methoden 

           57     

Umgang ex. Therapie             58     

Therapie von Lokalre-
zidiven / Metastasen 

      60     59 
61 
62 

    

Therapie von  
Folgestörungen  

     64 
65 

     63 
67 

  66  

Psychoonkologie 

           69 
70 
71 
72 
73 

68  74  

Reha-/ Sozialmedizin                 

Nachsorge            75 
76 

    

Palliativtherapie      77      78 
79 

    

Th. spez. Gruppen                  

Kosten / Nutzen 

     84      80 
81 
82 
83 

    

Maß.des QM / QS     85    86        
Methodische Qualität 
Gesamtpunkte max. 40 17 18 16 7 16 24 21 14 21 11 18 24 19 24 20 9 
Block 1: Entwicklung      
max. 17 Punkte 4 5 6 2 5 10 9 3 7 3 8 8 9 8 7 2 
Block 2: Format+Inhalt 
max. 17 Punkte 11 11 9 5 8 13 11 10 11 8 9 13 9 13 8 7 
III: Anwendbarkeit 
max. 6 Punkte 2 2 1 0 3 1 1 1 3 0 1 3 1 3 5 0 
* Leitlinie mit Implementierungstools 
   (Computer-, Kurz-, Patientenversionen, Bezug zu QM- und Trainingsmaßnahmen)  
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Clinical practice guidelines for the care and treatment of breast cancer: 13. Sentinel lymph node biopsy 
Jacques Cantin, Hugh Scarth, Mark Levine, Maria Hugi, 
for the Steering Committee on Clinical Practice 
Guidelines for the Care and Treatment of Breast Cancer 
………. 
The steering committee is part of Health Canada’s Canadian Breast Cancer Initiative.  
A list of the committee members appears at the end of the article. 
………. 
 
Members (and nominating organizations) of the Steering Committee on Clinical Practice Guidelines for 
the Care and Treatment of Breast Cancer 
Chair: Dr. Mark Levine (Cancer Care Ontario), Hamilton Regional Cancer Centre and McMaster Univer-
sity, Hamilton,Ont. 
 Members: Dr. David M. Bowman (Manitoba Cancer Treatment and Research Foundation), Manitoba 
Cancer Treatment and Research Foundation, Winnipeg, Man.; Dr. Judy Caines (Federal/Provincial/ Terri-
torial Advisory Committee on Health Services), Nova Scotia Cancer Centre, Halifax, NS; Dr. Jacques 
Cantin (Royal College of Physicians and Surgeons of Canada), Centre hospitalier de l’Université de Mon-
tréal, Montreal, Que.; Ms. Chris Emery (Canadian Nurses Association), BC Cancer Agency, Delta, BC; Dr. 
Eva Grunfeld (College of Family Physicians of Canada), Ottawa Regional Cancer Centre, Ottawa, Ont.; 
Dr. Maria R. Hugi (Canadian Breast Network), Providence Health Care, Vancouver,………………. 
Dr. L. Arthur Firth (Saskatchewan Cancer Foundation), Allan Blair Cancer Centre, Regina, Sask.; Dr. 
Maureen C. Nolan (Cancer Treatment and Research Foundation of Nova Scotia), Nova Scotia Cancer Cen-
tre, Halifax, NS; and Dr. John W. Sellors (College of Family Physicians of Canada), McMaster University, 
Hamilton, Ont. 
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Publication date 
The process described above took approximately 2 years to complete. During this time much new informa-
tion was incorporated; however, from the moment of publication these guidelines will need continuing, 
regular revision. It has been recommended by the Steering Committee that this process be carried out at least 
every 2 years. It is important for readers to check the completion date of any guideline they are reading to 
make certain that it is reasonably up to date. 
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6 . 2 POST-OPERATIVE ADJUVANT CHEMOTHERAPY 
Evidence has shown that moderately prolonged (several months) combination chemotherapy is more effec-
tive than single agent therapy and treatment lasting less than one month (Level I).295 Accordingly, analyses 
in the Oxford overviews have concentrated on trials of moderately prolonged combination chemotherapy in 
which treatment lasted at least several months (mostly 6–12 months). Within this range, duration of therapy 
had no apparent impact on outcome.298  
The most recent Oxford overview confirmed a highly significant improvement in recurrence-free survival, 
with absolute differences in 10-year recurrence-free survival ranging from 5.4% –15.4% in the various 
groups (see Table 2). The main divergence was observed during the first 5 years, with the curves remaining 
roughly parallel thereafter. Absolute improvements in overall survival ranged from 2.3–12.4% (see Table 2). 
The beneficial effect of chemotherapy on overall survival continued to increase between 5 and 10 years, 
especially in women aged under 50. 
 
Table 2: Chemotherapy: effect on outcome      
 Age  Relative  Nodal  Absolute difference 
  risk reduction  status  at 10 years 
Recurrence-free survival  All  24% 
 <50  35%  Node negative  10.4% 
   Node positive  15.4% 
 50–69  20%  Node negative  5.7% 
   Node positive  5.4% 
      
Overall survival  All  5% 
 <50  27% Node negative 5.7% 
   Node positive 12.4% 
 50–69  11%  Node negative 6.4% 
   Node positive 2.3%  
Data from Early Breast Cancer Trialists’ Collaborative Group, 1998.298 
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3.1 Primary Referral 
General Principle 

Appropriate referral by the general practitioner is a key step in the assessment and ongoing care of a woman with a possible breast 
cancer. 

Guideline 1 

The general practitioner is the principle source of initial advice for a woman with a breast problem and will assess the need for appro-
priate surgical referral. 
Key Points   
The need for referral is a matter of judgment but well recognised criteria for referral include (Austoker et al 1995): 
1. A discreet breast mass.  
2. Asymmetrical thickening which persists at review after the next menstrual period or after 4-6 weeks in a woman 
  who is no longer menstruating. 
3. Nipple discharge that persists in those over 50. 
4. Blood stained or serous discharge or a persistent discharge which comes from a single duct in a women of any age. 
5. Recent nipple changes including nipple retraction or distortion, and eczema which does not respond rapidly and 
    completely to treatment. 
6. Skin dimpling over the breast other than that associated with a surgical scar. 
7. Breast pain that interferes significantly with enjoyment of life and which does not respond to reassurance and  
  simple measures. 
8. Request for further assessment by a woman who remains worried despite reassurance. 
9. A strong family history of breast cancer suggestive of an inherited genetic abnormality. 

Guideline 2 

Management by the general practitioner is appropriate, at least initially, for women with "low risk" breast problems. 
Key Points:  
The following problems are most unlikely to be breast cancer related and management by the general practitioner may produce less 
anxiety than referral to a specialist: 
1. Young women with tender lumpy breasts. 
2. Older women with symmetrical lumpiness without any dominant nodules. 
3. Women with mild or moderate breast pain who do not have any palpable discrete lesions. 
4. Women under 50 with nipple discharge which comes from multiple ducts and is not blood stained (Dixon and Mansel 1994). 

Guideline 3 

Women referred by their general practitioner with a significant breast problem should be seen without undue delay by a surgeon with 
training and experience in the management of breast disease. 
Key Points  
• GPs should be informed of how rapid assessment can be obtained. 
• A woman referred to a surgeon experienced in breast disease can expect a rapid assessment which may include input from  

 other disciplines including radiology, pathology and cytology. (Guidelines for Surgeons 1995). 
• There is some evidence from the UK that survival of patients with breast cancer may be improved if they are treated by specialists  

  experienced in this field and who have access to a full range of treatment options (Sainsbury et al 1995, Gillis & Hole 1996). 

 Guideline 4  

Effective communication is essential between the GP and the specialists involved if management is to be of the highest quality. 
Key Points 
• Communication is essential between all clinicians involved in the patient’s care using all standard means and needs to be two-way, 

  prompt, comprehensive, and accurate. 
• The referral letter from the GP should contain an indication of the presenting problem, past family, social and drug history and 

  details of adverse drug reactions. The GP should also provide examination findings and results of any investigations. 
• The GP should similarly be informed by the specialist of the results and interpretations of clinical findings and investigations and  

  this information should preferably be provided in the context of a full management plan. 
• Women frequently consult their general practitioner soon after a surgical consultation and the absence of information from the 

  surgeon reduces the GP’s effectiveness in this situation. 

Clinical Comment 

The relationship between the general practitioner and the specialist is clearly the key to good practice in many areas of medicine. 
Within this relationship patterns of referral which work well may already be established and should remain intact. The use of referral 
guidelines is seen as an aid to those who seek a more formal framework for referral or who are establishing a referral relationship. 

Recommendation 

Good communication and effective liaison over referrals between the general surgeon are essential for the highest standard of care for a 
woman with breast cancer. (Level C). 
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Table 1 

BREAST CLINIC 

 

Quality objectives Outcome measures 
To ensure ease of referral The breast unit must inform GPs of how patients can be referred for rapid to the 
Breast Unit  assessment. This includes patients already under the care of the Breast Unit  
 such as those with advanced disease. 

To ensure that urgent referrals  More than 80% of patients, who subsequently prove to have breast cancer, are seen 
rapidly should be seen within two weeks of receipt of the referral by the unit. 

To ensure appropriate assessment  Breast Units must establish multidisciplinary clinics for assessment of new 
in the Breast Unit patient referrals 

For women to be seen by   The clinic should be served by staff specially trained in breast disease: 
breast specialists surgeons , radiologists and radiographers, cytopathologists and breast care 
 nurses 

To ensure appropriate More than 90% of GPs must receive appropriate information from the communica-
tion from the  Breast Unit within one week of a patient’s clinic appointment  
Breast Unit to the GP 
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Types of Breast Cancer 
Breast cancer is an abnormal growth of cells that line the ducts and the lobules. The classification of types  
of breast cancer is based on whether the cancer started in the ducts or the lobules, whether the cells have 
“invaded” through the duct or lobule, and the appearance of the cancer under a microscope.  
Carcinoma In Situ 
In situ means that the cancer stays confined to ducts or lobules and has not invaded surrounding fatty tissues 
in the breast or spread to other organs in the body. There are two types of breast carcinoma in situ: 
• Lobular carcinoma in situ (LCIS): Also called lobular neoplasia. It begins in the lobules but does not 

penetrate through the lobule walls. Most breast cancer specialists think that LCIS, itself, does not usu-
ally become an invasive cancer, but women with this condition do run a higher risk of developing an 
invasive cancer in either breast. 

• Ductal carcinoma in situ (DCIS): The most common type of noninvasive breast cancer. Cancer cells 
inside the ducts do not spread through the walls of the ducts into the fatty tissue of the breast.  

Infiltrating (or Invasive) Ductal Carcinoma (IDC) 
Starting in a milk passage, or duct, of the breast, the cancer cells break through the wall of the duct and 
invade the breast’s fatty tissue. They can then invade lymphatic channels or blood vessels of the breast and 
spread to other parts of the body (metastasis). Infiltrating or invasive ductal carcinoma accounts for about 
80% of all breast cancers. 
Infiltrating (or Invasive) Lobular Carcinoma (ILC) 
This type of cancer starts in the milkproducing glands. Like IDC, this cancer can spread beyond the breast to 
other parts of the body. About 10% to 15% of invasive breast cancers are invasive lobular carcinomas. 
Medullary Carcinoma 
This special type of infiltrating ductal cancer has a relatively well-defined, distinct boundary between tumor 
tissue and normal breast tissue. It also h as a n umber of o ther special features, including the large size of 
the cancer cells and the presence of immune system cells at the edges of the tumor. It accounts for about 5% 
of all breast cancers. Medullary carcinoma has a slightly better prognosis (outlook for chances of survival) 
and a slightly lower chance of metastasis than invasive lobular or invasive ductal cancers of the same size. 
Colloid Carcinoma 
This rare type of invasive ductal breast cancer, also called mucinous carcinoma, is formed by mucus-
producing cancer cells. Colloid carcinoma has a slightly better prognosis and a slightly lower chance of 
metastasis than invasive lobular or invasive ductal cancers of the same size. 
Tubular Carcinoma 
Tubular carcinoma is a special type of infiltrating ductal breast carcinoma. About 2% of all breast cancers 
are tubular carcinomas. They have a slightly better prognosis and a slightly lower chance of metastasis than 
invasive lobular or invasive ductal cancers of the same size. 
Inflammatory Breast Cancer 
Inflammatory breast cancer accounts for about 1% of invasive breast cancers. The skin of the affected breast 
is red, feels warm, and has the appearance of an orange peel. The name for this type of breast cancer was 
chosen many years ago because the tissue appeared inflamed. Doctors now know that these changes are not 
due to inflammation but rather to spread of cancer cells within lymphatic channels of the skin. Inflammatory 
breast cancer has a higher chance of spreading and a worse prognosis than typical invasive ductal or lobular 
cancers. Inflammatory breast cancer is automatically staged as stage IIIB unless it has already spread to 
other organs at the time of diagnosis. Such spread is more common with inflammatory breast cancer and 
makes it stage IV (see discussion of stages below). 



!!� �� ��	��	
	�
������	
����	��������������	
���� �

� � � �
����

I7" M?	0��	����	��
M?	0��	����	6���� I���
� 	
� ��	��	
	�
� 6����
� 0	��
�6�	6���� B
0� �����?�B�	6���� M
�6���	�
0B
�6?����66�� ����	�����
�B
0��566�
� 0����� �	��=5���
0� 6�	
7� ,��?��<��I��6����B
��
�
B
�����B��B
��/�
�.�����	��60���
�/��6��	�0�
������	�
�
�6	
0�	
�9����?	���	��	
	�
�A��

	�����	�=��	��7�C	���	����6	
0�(
����
��B��
�	0�
��B
0�K�G/���
��	
���6�	����
��F	6	���
��B??�
��B
0�0���M	
=�B66�0���&B6����
6���B
��0���K��	�
��
��B??�
�D6��7� 	
6�	�B�	��

�����K�G/���
�E7�
�
K������:�
• I	���
�	0�
��0�6�J�B6�����6�6�AB�0���	6��
��	
�I�B�6����
04��B6����
0�/�
�&����
�

0�6�6����G
0	6���
�,���6���	6���6�B
0�0�6�,���6���	6���6�0���=�5����
�IIF4��B=�0�6�
��
�����
0�����������
��7�F��	�
����P
���6��	�0��0����
�	0�
��6	
0�0������	6��
��
��B����66������A�6�
4�0	��
��	�
�����
�	0�
�����B���0������B=��	
������G��B
�7�

• &B��K�G/���
��0���M����
�B
��	
�I�B�6����
0��	���
���	
��I���
�/��7�2	���B��566��
�
I���
�5����0	��I�B���0���M����
�B
���	6��B��2�	�B
��B
0�H�������
6��	��
�
����I	�
��
�6�6����B
�� ��/-����B
�6������
� �B�	
0�6�� 	
� �	
��� ��?�G6�
���	/�
� ��	��?�����
/���	���
7� ;5�� ;	

��
0�B
0��
0���� 6��
0	
�/	6���� �G
0��� 6	
0�0	�6��I���
����G���
�	��7�

• I	�� H�������
6A���6���	
�	����	�� A	�0� �GB=	�� ��6� ��6��B��� H�������
6A���6���	
�
�	����	��0����6�����7�

• I	��H�������
6A���6���	
�	����	��
��G
��
�A�6�
��	���/���9B���6��0	B���B��&�	��
?B
���0���I	��
�6�6����B
��B
0�0��	���B���0�/�
���4����0	��9B����
�	�������
	
��
6���	
�� �0���5���A	���
0���	� 6$�?�����	6���
� ;��B�
�0	��
�6�	�	����A��0�
� D���0�
�	��� J	�6E7� F��	�
���� .�����	���� 0��� H�������
6A���6���	
�	����	�� ��
�� J�����B
��
0���9B�����-)���B��I	��
�6���	�?B
���B
0�.�����	����/�
�F��	�
�
��	��B
0���
��
�����
	
��(
������6	
0���	6��	���=5���
07�

�
.��6�����:�
• ��	��	
	�
� 6�����
4� A�

� 6	�� 5���� ,���6��
�	0�
��
� =5�� I�B�6����
0� ���	����
4� �B=�

P
��
�B	���	��
�0�����=�����
����G��B
��
��	
A�	6�
7�
• I���M	
=�B66�/�
�F	6	��/�������
�B
0��	=����$���D�7J7��	������	���
4�F�B���
E4�=��	�	G�

����I	6?�6	�	�
� ��	�������	�����!�3�
�	�&4��$
G�����	6�����(
��
�6�� D�7J7���
���
���4�&����0���3��B���
4���
�?�B6�E�B
0�K�G��
����6�
�D��$?	6����0B������B
0����B�
�G���2$?��?��6	�
E��B=�0	���
�	0�
��6������0����6������A��0�
7�

• I	�� H�������
6A���6���	
�	����	�� 6������ ��6� �����	/�6� H�������
� 	
� K����
�� �B6���
0�5���� A��0�
� D�����	/� �B�� ���	������	��
� A�	��	���
� F�=���
���/-����B
�4� 0	�� �B���
�	
��� �������	6	��� B
����	���E� B
0� 
	���� ��6� ��6��B��� H�������
6A���6���	
�	����	��
DF�=���
���/-����B
��A	�0���6�B
6�����	����
��
����
E7��
=�����	�
�
�5������6��
�B��6�H�������
�6	
0�/�
�
�����
�	����J�0�B�B
�7�

• H�������
6��	��
� 6�����
� 	����� 9����0	�
�6?��	=	6��� ��A7� �����0	�
�6?��	=	6��� �B6�
��A	�6�
�B
0��B=����	�����M��
��/����	���
�A��0�
7�(B���0���(
��	��0���
	�����B6�
��	���
0�0��B��
�	����
�9B����
�D9Y4��Y��0����YE�6�������B6��A	�6�
�A��0�
7�

�
������	���
�	���
�0�����
��
�����
�	
����0
������������	�����-������	��
������4�0�
0����	��	�
5�
�	�������	�����,6�"4�0�
0����	��	�
%��



��	��	
	�
������	
����	��������������	
���� � !*�

�� � � �
� � ����

��������
&+
,�����������
��
"������������	


���"�(31�V6L����������	
���Z�7� [ 
(B6��AG���4�A�	��;������
��	
�6����-���
�F	6	��6��B=��=5����A��0�
7�

1. Prävention: 
- ....... 
- Epidemiologie: Faktoren, die mit einer Verlängerung des Zeitraumes in dem eine Frau menstruiert, 

einhergehen (frühe Menarche, späte Menopause) führen zu einer Erhöhung des Brustkrebserkran-
kungsrisikos. Faktoren, die mit einer Verkürzung des Zeitraumes, in dem eine Frau menstruiert, 
einhergehen (Stillperiode, Schwangerschaft) führen zu einer Verminderung des Brustkrebserkran-
kungsrisikos. 
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Guidelines for the Surgical Management of Breast Cancer 
2.0 Risk of Developing Breast Cancer 

2.1 Assessment of Risk 
General Principle 
Risk assessment is an important aspect of the clinical evaluation of a woman with symptomatic breast dis-
ease and for giving appropriate advice about strategies for the prevention and early detection of breast can-
cer. Many risk factors have been identified, but those of greatest practical importance are: family history, a 
history of biopsy proven invasive or in situ carcinoma, or of atypical hyperplasia. 
Guideline 1 
It is important to be aware of the "normal" risk for defined groups of women.It is then possible to predict 
this risk for those women with additional "risk factors". 
Key Points 
Communication of the level of risk should be based upon credible evidence, openness and sharing of uncer-
tainty (Calman 1996). Risk factors may be described in terms of risk expressed as relative risk (RR) or abso-
lute risk (Calman 1996). Relative risk expresses as a ratio the risk for a person with the particular variable 
compared with the risk for the general population without this risk factor. Absolute risk expresses the risk as 
the percentage chance of that person developing the disease in a given period of time.For the general popula-
tion examples of absolute risk of developing breast cancer during a particular age interval are (Seidman et al 
1985): age 20-40 = 0.5%, 35-55 = 2.5%, 50-70 = 4.7%, 65-85 = 5.5%. 
Guideline 2 
Well documented risk factors may be grouped according to the level of relative risk. 
Key Points…….. 
Guideline 3 
A family history of breast cancer is associated with a variable increase in the level of risk depending on the 
details of the family history. 
Key Points…….. 
Guideline 4 
Highly penetrant breast cancer susceptibility genes can be associated with a very high lifelong risk and are 
estimated to be the cause of 5% of breast cancers. 
Key Points……..  
Guideline 5 
A woman with previous invasive breast cancer or carcinoma in situ is at increased risk of developing a fur-
ther breast cancer during her lifetime. 
Key Points……. 
Guideline 6 
The risk of developing breast cancer is increased in a woman in whom a previous breast biopsy has shown 
atypical ductal hyperplasia. This risk is further increased in those women with a family history of breast 
cancer. 
Key Points…….. 
Guideline 7 
Women who seek risk information should be informed of their estimated level of risk and be advised about 
ways of minimising it. 
Key Points…….. 
Clincal Comment: 
……. 
Recommendation 
All women presenting a breast problem should have an assesment as to whether they are at normal or in-
creased risk of breast cancer. This assessment should include, as a minimum, inquiry about previous breast 
biopsy and about close family members with breast cancer. 
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2.2 The Management of those Women with a Genetically Determined High Risk of Breast Cancer 
General Principle 
A woman who has one of the specific breast cancer susceptibility genes has a very high lifelong risk of 
breast cancer and requires a management plan relating to this risk. 
Guideline 1 
The high risk genes are uncommon and are responsible for an estimated 5% of all breast cancer but with a 
higher proportion in young women. 
Key Points……. 
Guideline 2 
Testing for specific gene mutations is now available but should only be done when the woman concerned 
can have detailed counselling about the test and its implications, prior to and after it being performed. 
Key Points……. 
Guideline 3 
Every woman confirmed to have a high risk gene mutation requires an explanation of her options for preven-
tion and early detection and possible prophylactic surgery. 
Key Points……. 
Guideline 4 
Prophylactic mastectomy remains a controversial measure with unclear benefits and should only be per-
formed after a detailed explanation of risks and benefits and a clear acceptance of the uncertainties. 
Clincal Comment: 
……. 
Recommendation: 
Testing for gene mutations on high-risk women should be undertaken through a clinical Genetics Depart-
ment only after careful risk assessment and Counselling. Propyhlactic surgery is of unproven value and 
should be under taken only after extensive discussion and a full explanation of its limitations (Level C). 
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….. 
• Clinical evaluation should include a history and a thorough examination of the breast, axilla and 

supraclavicular areas. 
Clinical evidence of cancer and of nonmalignant conditions should be sought to explain the mammographic 
abnormalities. The issues to be considered in the history and the steps to follow when a breast lump is found 
are described in guideline 1: “The palpable breast lump: information and recommendations to assist deci-
sion-making when a breast lump is detected.” The value of the clinical work-up depends on adequate experi-
ence and expertise. 
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….. 
• The clinical history should establish how long the lump has been noted, whether any change has 

been observed and whether there is a history of biopsy or breast cancer. Risk factors for breast 
cancer should be noted, but their presence or absence should not influence the decision to investi-
gate a lump further. 

The presence of certain factors increases the likelihood of breast cancer developing. These factors include a 
history of a biopsy of either breast showing atypical hyperplasia,1 lobular carcinoma in situ (LCIS)2 or ductal 
carcinoma in situ (DCIS),3 a history of a resected carcinoma4 or radiation treatment for Hodgkin’s disease in 
childhood,5 or a strong family history of breast cancer (level III evidence).6 
The risk of breast cancer also increases with age (level III evidence). In Canada in 1992 the incidence per 
year of breast cancer in women was approximately 0.35/1000 for those aged 30 to 39 years, 2.2/1000 for 
those aged 50 to 59 years, and 4.0/1000 for those aged 70 to 79 years.7 Although known risk factors, includ-
ing aging, all increase the risk of breast cancer, they do not substantially influence the probability that any 
particular lump will be malignant. 
The fact remains that most women in whom breast cancer is diagnosed have no identifiable risk fac-
tors and breast cancer does not develop in most women with common risk factors. 
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Guidelines for the Surgical Management of Breast Cancer 
4.0 Surgical Treatment of Breast Cancer 
4.1 Pre-operative Staging and Assessment for Surgery 
General Principle 
Staging is a process used to describe the extent of the disease and is an important aid to treatment planning. 
All patients with breast cancer should undergo clinical staging prior to surgery. 
Key Points 
• Clinical staging defines the anatomical extent of the disease and helps in planning management. 
• The TNM (describing tumour-nodes-metastases) classification is the most commonly used system. 
• The tumour size and the presence or absence of fixity should be recorded. 
• The presence or absence of palpable axillary and supraclavicular lymph nodes and their mobility should 

be documented. 
• l After surgery, pathological information is incorporated into the TNM staging (Manual for Staging of 

Cancer/American Joint Committee on Cancer 1992). 
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The Physical Examination 
The physical examination plays an extremely important role in the workup of a patient with a breast com-
plaint. The examination should include an assessment of the patient’s general health status; measurement of 
vital signs, height, and weight; and inspection and palpation of the breasts, regional lymph nodes, chest wall, 
spine, and bones. 
Breast Inspection 
The breasts should be inspected with the patient seated. The inspection should proceed in three stages: with 
the patient’s arms at her side, shoulders hyper extended; with her arms raised above her head; and with her 
hands pushing firmly against her hips. The patient may also be instructed to lean forward, bending from the 
waist, with arms extended toward the front. The record should contain a notation regarding any observed 
asymmetry, erythema, ulceration, edema, skin discoloration, pitting (peaud’orange), skin retraction (dim-
pling), or prominent veins. Erosion of the nipples and/or eczema of the nipples and areolae should also be 
noted in the record as possible indications of Paget’s disease, and the patient should be referred for surgical 
consultation. 11, 14 
Palpation 
Palpation of the breasts should be performed with the patient lying down and the shoulder of the side being 
examined slightly elevated. This elevation flattens the breast on the chest wall and facilitates the palpation of 
the outer half of the breast. The entire surface of the breast should be gently palpated, using the balls of the 
fingers of one hand. Surface friction may be reduced by applying soap, mineral oil, or talcum powder to 
either the fingers or the breast itself, ensuring a more accurate result. Masses identified through palpation 
should be precisely measured with a caliper and ruler, and the office record should contain specific com-
ments regarding their size (centimeters in diameter), shape, consistency, mobility, delineation, and location 
(see Table 2). If a dominant mass is found, the physician should arrange for aspiration and/or immediate 
tissue diagnosis. Any tenderness should be noted, as well as fixation to the skin, deep fascia, or chest wall. 
Timing of the Exam 
Ideally, palpation of the breasts should take place 1 to 2 weeks after the cessation of menstruation in the 
premenopausal patient. It may be acceptable to follow nonsuspicious masses through one menstrual cycle, 
but in general breast masses should be evaluated quickly. 
Nipple Discharge 
If the patient has reported a nipple discharge, with or without a mass, and is not postpartum, the breast 
should be stroked toward the nipple to elicit discharge. This is accomplished by fixing the skin of the nipple 
with the fingers of one hand and milking the ducts toward the nipple to determine from which duct(s) the 
discharge originates. Both the site of the discharge and its color should be noted in the office record. 
Lymph Node Palpation  
Palpation of regional lymph nodes should include the axillary, infraclavicular, and supraclavicular nodes. 
The record should contain a notation regarding any palpable nodes. Their size, number, and consistency 
should be noted, as well as any tenderness or fixation to the skin or deep fascia. 
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Abdominal, Neurological Exam 
In patients whose physical findings suggest CA of the breast rather than fibrocystic disease, fibroadenoma, 
or other benign conditions, inspection and palpation of the abdomen and a neurologic examination should 
also be included in the clinical evaluation. 
………………………………………………………………………………………………………………… 

TABLE 2 
Common Breast Complaints and Associated Diagnoses 

 BREAST MASS 
 Onset 
  Associated with trauma  Fat necrosis 
  Associated with menstrual cycle  Fibrocystic disease 
 Change in size 
  No apparent change in 6+ months  Fibroadenoma 
  Slow growth CA,  Fibrocystic disease 
  Rapid growth CA,  Simple cyst 
  Fluctuations in size  Fibrocystic disease 
 Character 
  Shape: Round, smooth Cyst,  fibroadenoma, Lipoma 
   Irregular  CA 
  Delineation:  Well defined  Cyst, Fibroadenoma 
   Poorly defined  CA, Fibrocystic disease 
  Consistency: Elastic to soft  Fibrocystic disease 
   Firm, rubbery  Fibroadenoma 
   Hard, wooden  CA 
  Mobility:  Mobile  Cyst, Fibroadenoma 
   Fixed  CA 
 PAIN 
  Cyclical  Fibrocystic disease 
  Acute  Mammary duct ectasia, Abscess, Acute/Chronic 
   mastitis, Galactocele, Rarely CA 
 NIPPLE CHANGES 
  Inversion Mammary duct ectasia,  Idiopathic, Congenital, 
  CA 
 Eczema, erosion  Paget’s disease (CA) 
 Discharge 
 Color:  Serous  Intraductal papilloma, Oral contraceptives, Fibrocystic 
   disease, Stimulation by patient or partner, Rarely CA 
  Sanguinous  Intraductal papilloma, Pregnancy, Occasionally CA 
  Lactiferous  Pregnancy, Trauma, Medication side effects, 
   Hypothyroidism, Pituitary necrosis 
  Site:  Single site Intraductal papilloma 
 CHANGES IN BREAST CONTOUR/CONFIGURATION 
 Skin dimpling  CA, Rarely fat necrosis, Plasma cell mastitis, 
  Sclerosing adenosis 
 Skin pitting (peau d’orange)  CA 
 Asymmetry  CA, Cyst, Congenital 
 BREAST INFLAMMATION 
 With induration and diffuse redness  Inflammation/infection, Mastitis, Inflammatory CA* 
* In inflammatory carcinoma the breast looks as if it is acutely inflamed and in rare cases there may be fever or other signs of infection. 
The breast’s redness and warmth develop as the result of cancer cells blocking the lymph vessels in the skin of the breast. It is the most 
malignant of all breast cancers; fortunately, it is rare and represents only 1–4 percent of all breast cancers 5 
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3.1 HISTORY 
A full clinical history can be of great value in the management of women with breast cancer. Apart from 
establishing a professional association, the doctor is able to obtain information about other relevant medical 
conditions. Matters such as symptomatology (including pain) and menstrual, obstetric, family and medica-
tion history can be of importance, and such a record gives valuable information about the woman’s back-
ground. In addition, obtaining details of the woman’s social situation may provide valuable information 
about her risk of suffering increased emotional distress, given the known psychosocial risk factors  
(refer to section 1.5) 
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Operative Therapie von Mammakarzinomen unter onkologischen Aspekten 
Präoperative Diagnostik  
Die Diagnose und Therapie von Patientinnen mit Mammakarzinomen soll nach Möglichkeit in interdiszipli-
när besetzten Brustzentren erfolgen. Chirurgische Eingriffe bei Mammakarzinomen soll ausschließlich durch 
in der Mammachirurgie erfahrene Ärzte durchgeführt werden 9. 
• Präoperative Diagnostik 
Zur Abklärung von Brustbefunden wird die 
• Palpation (LOE I, Grad A), 
• beidseitige Mammographie in mindestens 2 Ebenen (LOE I, Grad A) und 
• Sonographie bei symptomatischen Herden bzw. bei klinisch okkulten, mammographisch suspekten 

Herden (LOE III, Grad A) 
empfohlen.  

Für die generelle Empfehlung einer Magnetresonanztomographie beider Mammae sind die Daten unzurei-
chend (LOE III, Grad B)10. Zur besseren Planung des operativen Vorgehens sollen minimal-invasive Verfah-
ren (Stanzbiopsie, Feinnadelaspiration) zur Diagnosesicherung zum Einsatz kommen (LOE III, Grad B). 

Ziel der präoperativen Diagnostik ist ein Verhältnis der histologisch benignen und malignen Diagnosen nach 
offener chirurgischer Intervention von maximal 5 zu 1 in einer Institution. Bei den meisten Patientinnen 
(über 90%) sollen max. 3 therapeutische Eingriffe durchgeführt werden11. 

Die weiterführende präoperative Diagnostik beinhaltet, neben den allgemeinen Untersuchungen zur Operati-
onsfähigkeit, Laboruntersuchungen (GPT, AP, LDH), einen Röntgen-Thoraxaufnahme, ein Oberbauchso-
nogramm und gegebenenfalls weiter Abklärung mittels Computertomographie des Abdomens und eine 
Knochenszintigraphie (LOE II, Grad B)12. 
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6. Initial assessment, investigation and staging….. 

6.1.2 IMAGING OF SYMPTOMATIC DISEASE 
Mammography on its own does not exclude breast cancer and must be performed as part of triple assessment 
45, 46, 48-51, 53, 54 (see above). Ultrasound examination may provide additional information to mammography,56  
and can be useful for focal breast disease in women under 35 years. Evidence level III 

 B  In patients with symptomatic disease two view mammography should be performed as part of tri- 
      ple assessment (clinical opinion, imaging and cytology or core biopsy) in a designated breast clinic. 

 B  Mammography is not recommended under the age of 35 unless there is a strong clinical suspicion  
      of carcinoma. 

6.1.3 IMAGE GUIDED FNAC OR CORE NEEDLE BIOPSY 
Stereotactic or ultrasound guided procedures should be performed on impalpable lesions that are suspicious 
or equivocal. 

6.1.4 LOCALISATION OF IMPALPABLE LESIONS FOR SURGICAL BIOPSY 
The use of specimen radiographs is necessary in the pathology department to allow histological examination 
of the appropriate portion of the biopsy specimen.57 

6.1.5 MAGNETIC RESONANCE IMAGING (MRI) 
MRI has been shown to be helpful in patients with implants who have developed symptoms where ultra-
sound has not been diagnostic. Patients with suspected recurrent disease in the conserved breast may benefit 
from MRI if mammography, ultrasound and cytology have been unhelpful.58-60  
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Radiology Standards 
• Professional standards for radiologists are defined in the guidelines for radiologists in breast cancer 

screening published by the NHSBSP (11). Radiologists involved in breast imaging must meet these stan-
dards. 

• Mammography equipment which is suitable for magnification and localisation procedures must be avail-
able. 

• Ultrasound equipment suitable for breast examination must be available. 
• Reports of imaging examinations should include details of the site, size (in millimetres), extent and nature 

of any abnormality, a description of any significant associated features with an opinion as to the most 
likely diagnosis (i.e. R2 – R5)  

• Radiologists should participate in the multidisciplinary review of the results of imaging as part of diagno-
sis and should participate in regular audit of their individual performance. 

• Radiologists involved in primary diagnosis should also, where possible, participate in the imaging of 
patients following treatment and be familiar with breast treatment imaging changes and their clinical rele-
vance. Guidance on the use of imaging in the follow up of patients with breast cancer has been published 
by the Royal College Radiologists.(12) 

• The radiologist should also be involved in decisions on the most appropriate imaging investigations. 
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Estrogen Receptor Status 
Measurement of estrogen and progestin receptors is standard practice. The biopsy specimen should be pre-
served in paraffin block for use in performing this assessment; a mastectomy specimen should not be used 
for this purpose. An immunohistochemical assay (ER-ICA, PA-ICA) has been developed which can quanti-
tate the percentage of cells containing hormone receptors. 
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1.3 Staging Investigations 
Prior to definitive treatment all patients should have bilateral mammography, not only as part of triple assessment of the 
presenting lump, but also to help exclude the presence of multifocal disease or a contralateral primary cancer [4]. Pa-
tients usually require a full blood count, urea and electrolytes, liver function tests and chest X-ray as baseline prior to 
surgery. In the absence of symptoms no further investigations are required. The routine use of liver ultrasonography, 
radiography of the skeleton and skeletal scintigraphy in asymptotic women with operable breast cancer has a very low 
yield, and does not improve survival or quality of live [5]. 
 

STATEMENT Level III 
Bilateral mammography is essential as a staging investigation prior to definitive treatment. 
 

STATEMENT Level 1b 
Asymptomatic patients with operable breast cancer do not require staging for distant metastatic dis-
ease. 
 

Recommendation 2 GRADE B 
Staging investigations: Patients with early breast cancer should have bilateral mammography prior to defini-
tive treatment. 
 

Recommendation 3 GRADE A 
Staging investigations: Asymptomatic patients with operable breast cancer require only minimal investiga-
tions. 
 

Quality Standard 1: 
>95% of patients with breast cancer should have bilateral mammography performed prior to 
definitive treatment.  
 

Quality Standard 2: 
<5% of patients with operable breast cancer should have routine liver ultrasonography, radiography 
of the skeleton or skeletal scintigraphy performed. 
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CHAPTER 5 THE MANAGEMENT OF LOCOREGIONAL RECURRENCE 
Locoregional recurrence following mastectomy 
….. 
Diagnosis 
It is desirable that biopsy evidence of local recurrence be obtained before any consideration of therapy. In 
instances of unresectable or diffuse chest wall involvement, fine needle biopsy or core biopsy should be 
performed to establish the diagnosis. The initial assessment should also include tests to determine the nature 
and location of any metastases, given that a considerable proportion of such women will have associated 
metastatic disease (see ‘Prognosis’ below). 
Treatment 
…. 
Locoregional recurrence following breast conservation 
Following breast conservation, locoregional recurrence is defined as recurrent 
…. 
Diagnosis 
Local recurrence after breast conservation is detected by either the clinical presence of an abnormality or at 
regular mammographic follow-up. Changes at mammography may be difficult to interpret due to the pres-
ence of scar tissue at the operation site. Following radiotherapy to the breast, pathological diagnosis may be 
difficult and atypia is commonly reported. Stereotactic core biopsy is thus preferable to fine needle biopsy 
(Level IV).223 MRI has been advocated but is less sensitive.214 The initial assessment should also include 
tests to determine whether any distant metastases are present. 
Treatment 
.... 
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CHAPTER 7 SPECIAL PROBLEMS OF ADVANCED BREAST CANCER 
…. 
Pleural effusion 
The development of a malignant pleural effusion is a common complication of advanced breast cancer. The 
usual mechanism is through infiltration of the pleura by neoplastic cells, but occasionally an effusion may be 
secondary to impaired pleural lymphatic drainage from mediastinal tumour. In the latter case, the effusion 
may not contain malignant cells, even though it is due to the patient’s cancer. 
Pleural effusions in patients with breast cancer may have many causes other than cancer, such as pulmonary 
embolism, cardiac failure and infection. It is essential that appropriate diagnostic procedures, including a 
pleural tap, be performed before starting any treatment. For optimum cytological examination, 250–500 mL 
of fluid should be sent to the laboratory for preparation of a cell block from the spun sediment. 
… 
Bony metastases 
Solitary bone lesion  
It is important to ensure that a solitary lesion is a metastasis before treatment. In such cases bone biopsy 
should be considered.  
Solitary vertebral lesion  
If X-ray and bone scan suggest a solitary metastasis, MRI should be performed. This may reveal that the 
lesion is not solitary or that it has characteristics of a metastasis. Management should not be changed with-
out histological evidence.291 

The pathological fracture 
This may be the first presentation of a bony metastasis. It is most common in the proximal femur. 
….. 
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Outcome of advanced breast cancer 
Locally advanced breast cancer resembles recurrent locoregional disease, and the outcome is fundamentally 
dependent on the result of local tumour control. There is a high incidence of subsequent metastatic dis-
ease7,9 which will reduce survival prospects. There have been cases where women with advanced breast 
cancer, including with metastases, have lived for several years. 
The prognosis is likely to be most unfavourable if the tumour is poorly differentiated on histological exami-
nation and has negative hormone receptor status. 
Prognosis in the presence of metastatic disease relates powerfully to the diseasefree interval following diag-
nosis and management of the primary tumour. Early relapse is associated with a low median survival rate of 
less than a year, while a disease-free interval of five years may result in a survival of up to 40 months.26 
Quality of life is also a significant independent prognostic predictor..27 
The site of metastases is important prognostically, with locoregional recurrence or metastases to bone having 
a more favourable prognosis than for those patients with metastases in the lung or brain. The number of 
metastatic sites also has a greater impact on prognosis. 
Oestrogen receptor status may play a role in both treatment and prognosis of locally recurrent and metastatic 
breast cancer. 
A retrospective study has identified several factors which significantly affect postmetastasis survival: metas-
tasis-free interval, site of metastasis, and previous type of therapy (for example, hormone or chemother-
apy).28 
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CHAPTER 4  SURGERY FOR INVASIVE  
..  BREAST CANCER 
The aim of surgery for primary breast cancer is to eradicate the primary tumour and any local extension in 
the hope of achieving total disease control. 
Indirect evidence suggests that surgical intervention may extend survival from the time of clinical detection. 
In an historical comparison, women treated by radical mastectomy appeared to survive longer than women 
whose breast cancer was untreated,185 and in the long-term follow-up of women treated by radical mastec-
tomy, about 30 per cent of women were alive 30 years after surgical treatment (Level III).186 
There have been two randomised trials involving women over 70 not having surgery. In the first, women 
were randomised to either tamoxifen 40mg daily or tamoxifen plus optimal surgery.187 At a median follow-
up of 34 months, many women on tamoxifen alone had progressed to surgery, but there was no demonstra-
ble difference in quality of life or survival rate. The trial is continuing. However, a number of women over 
the age of 70 years are of good performance status and good prognosis and should probably be treated along 
standard treatment lines, which in most circumstances would be wide local excision followed by post-
operative radiotherapy. There is no evidence to suggest that these patients have any greater difficulty coping 
with such treatment. 
In the second trial,188 women were randomised to either wedge resection or tamoxifen 40mg daily. At a 
mean follow-up of 65 months, significantly more women in the tamoxifen group had progression of their 
cancer. There was no difference in overall survival, cause of death, the rate of metastases or the site of initial 
metastasis. 
Further evidence supporting the value of surgical excision is provided by randomised controlled trials of 
screening mammography. Women offered mammographic screening and treatment of screen detected can-
cers have significantly lower mortality than women in unscreened control groups in population-based trials 
of mammographic screening (Level I).189  
The surgical treatment of primary breast cancer has devolved into two basic procedures: 
• complete local excision (CLE) with axillary dissection  
• total mastectomy with axillary dissection 

�



��	��	
	�
������	
����	��������������	
���� � #��

�� � � �
� � ����

I7  7 I	��
�6�6	����B
��

&B�� 0�=	
	�	/�
�,�G�B
�� �	
��� ��	
	6���
� B
0� ��0	����	6���
�.��0����60	��
�6�� B
0�M	
�
��	�B
�� 0��� A�	����
� 9����?	�� 	6�� 0	�� 3�A	

B
�� /�
� �	6�����	6����� �����	��� ���	���4�
0	�6�6� ��

�
B�� 0B���� 	
/�6	/����)
����
���A�

�
�A��0�
7�2	���B� �	�
�
� 6	��� 6��
A�����?����	/��A	���B���	
���/�
�	�
�������0	����	6����.��=����
7�
�
K������:�
• �
� ��	��	
	�
� 6	
0� 0	�� �
0	���	�
�
� =5�� 0	�� (B6A���� 0�6� .��=����
6� �B�� I	��
�6��

6	����B
�� �GB=	�� 
	���� 0�=	
	���7� �
� 0��� K��<	6� ��	�
�	���� 6	��� 0	�� �
0	���	�
66����B
��

	�����
�'B��	�G�6��	���	�
�0�6�I	��
�6��B�����64� 6�
0��
��G
���/	�������/�
�0�
�
�B��.��=5�B
��6����
0�
�M	
�	���B
��
���7�

• I��� &B��
�6A��� D?��	�����G�4� �B�����
��	���E� 	6�� 
	���� 0B���� 0	�� �	�����B�� ����6	�
�����7�

• I	���	���	��������	6��	�
�0���3�A��6?������
��
0�0���.����=B
0����6�������6	����=��
6��A	��	�4� �B��� =����
� 	
� /	���
� ��	��	
	�
�.������
4�A�

��	
�� 	
����?����	/��,�
�
�������D�7J7����
���6��
	��B
���6B��B
��E���=��0���	���	6�7�

• I	�� ?�������	6��� �
����	6���� ,�
������� ��=����� 	
� B
���6��	�0�	���
� .��=����
6�
A�	6�
4� 0	�6�� ��6���G
��
� 6	��� 
	���� 
B�� �B=� 0�
� &�	�����B=� D�7J7� 	
����?����	/��
���
���6��
	��0	��
�6�	�E4�6�
0��
��B����B=�0�
�P�=�
��0���I	��
�6�	��D�7J7� 	
�����
?����	/�6�����	
��0B�����$�?��
���
�
�
����E7�

�
.��6�����:�
• M	
����	��	
	��6������=�6�����
4�B
����A�����
�.���B66���B
��
�A�����6�.��=����
��B��

I	��
�6�6	����B
���B���?=����
�	6�7�
• M6� 6	
0� (
����
� 0��5���� /���B6���
4�A	�� 0	�� �����	6��	�
� 0�6� /��0G���	��
� (����6�

B
0�3�A���6���=�����B
0�0	��'B��	�G�6��
�������D�7J7����
���6��
	��B
���6B��B
�E�0�6�
M
�
����/����
�6���=����
�6���7�

• M6�6	
0�M�?=���B
��
��B�����	��B
��B
0�P�=�
��0���3�A����
�
�����=5��0	��?��
������	6��� �
����	6����P
���6B��B
�� �B�����
�B
0�A�

� �	
�� 	
����?����	/�� �0���
/���-������(B=����	�B
��0���3�A��6?����
���=��0���	���	6�7�

• I	��J�6����	�B
��0���.��=����
�6������
���
�����
	6���
�(
����
��B��IB���=5��B
��
D�7J7� �	
	���	
/�6	/4� �
�	6	�
6����
	�E� �B��� (
����
� �B� I	��
�6�6	������	�� B
0�
,��?�	���	�
�
��
������
7�

�
������	���
-�	� ��
�  �������
��
� �����	��
0���	�����
�� �	
�� �	�� 	�����	�����=� "�������	
���	�$
�
0�	�%���
�

�
����
�����	���
�4�0�������
��80���������������9���	��	��
��



#"� �� ��	��	
	�
������	
����	��������������	
���� �

� � � �
����

��������
;'+
���������������	�

��� ��2�F�L���	
	����?����	����B	0��	
�6�=���������
�����
���=�����$�����6����
����Z�7""�"![�

(B6��AG����A���
�0����B6=5���	���
�I��6����B
�7�

3.3  INVESTIGATIONS 
…….. 
Fine-needle aspiration biopsy 
Cytological examination of material obtained by fine needle aspiration has been used for many years to 
establish a preoperative diagnosis in cases of palpable breast cancer.175 In the case of an impalpable lesion, a 
cytological sample can be gained by fine needle aspiration guided by either mammography or breast ultra-
sound (Level III).176 It may require hook wire localisation and imaging. 
The accuracy of breast cytology is very high when carefully performed and the cytologist is expert.177 When 
a diagnostic sample of malignant cells is obtained, it may be possible to proceed directly to definitive sur-
gery without a preliminary open biopsy.178 
Fine-needle aspiration biopsy (FNAB) provides a cytological rather than histological diagnosis. Before 
definitive surgery, it is necessary to have clinical and imaging support for the cytological diagnosis. 
Hormone receptor status can be determined using cytological aspirates. 
 
Core biopsy 
Core biopsy uses a wide bore needle to obtain a tissue sample which may provide a definitive histological 
diagnosis. As for fine needle aspiration, core biopsy may be performed on palpable lesions or, with mam-
mographic or ultrasound guidance, on impalpable tumours (Level III).179 Where calcification is present, it 
should be submitted for a specimen X-ray to ensure correct sampling of the lesion. 
Core biopsies need to be done by those familiar with the technique and its application in patient care. If the 
lesion is palpable, core tracks should be placed in such a way as to enable surgical excision of the track. This 
is also preferable for stereotactic core biopsies of impalpable lesions, but not always possible. In this situa-
tion, prior planning should be conducted in conjunction with the treating surgeon or multidisciplinary team. 
 

Key point 
The use of either fine needle aspiration or core biopsy to establish a preoperative diagnosis allows detailed 
discussion with the woman about surgical management and may permit a one-stage surgical procedure.      

(See iSource National Breast Cancer Centre guidelines on Breast fine needle aspiration and core biopsy, in preparation.) 
 
Open biopsy 
When a cytological or histological diagnosis has not been obtained prior to surgery and there is still a strong 
clinical suspicion of malignancy, an open biopsy can be used to obtain a tissue diagnosis. It can be done 
either as an independent procedure or as part of a planned treatment procedure.  
It is preferable to obtain an open biopsy as an independent procedure. This provides detailed information 
about the type and extent of the tumour, together with material for the assessment of hormone receptor pro-
teins and other prognostic indices, before treatment is discussed. Information about the extent of disease, 
including vascular or lymphatic permeation and the presence of EIC, is of value in planning further surgical 
procedures.180,181 
Where possible, a small lesion should be excised completely, when open biopsy is performed. Impalpable 
lesions may require needle localisation under mammographic or ultrasound control before open biopsy to 
assist surgical location. Excised specimens should be submitted for a specimen X-ray or ultrasound. They 
should be oriented by the surgeon and the tissue must not be incised. 
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CHAPTER 4  SURGERY FOR INVASIVE BREAST CANCER 
.... 
4. 1 BREAST CONSERVING SURGERY 
Breast conserving surgery demands CLE, which by definition means clear histological margins with a rim of 
normal breast tissue around the periphery of the primary tumour on all sides. This procedure is suitable for 
tumours which are unifocal and in which clear margins can be obtained, if necessary by including overlying 
skin. All the requirements of treatment must be taken into account when planning the incision.  
There is no absolute limit to the size of a tumour which can be locally excised without incurring a high risk 
of recurrence; 3–4cm is often regarded as a practical limit.190 The aim of treatment is to maximise control of 
the disease and decrease the impact of breast cancer on the woman’s quality of life. However, the relativity 
of tumour size to breast size and the achievement of an acceptable cosmetic result are equally important 
considerations. 
A breast conserving protocol comprises CLE in which clear margins are obtained by any surgical technique 
(including segmentectomy and quadrantectomy),182 combined with axillary dissection and followed by adju-
vant radiation therapy to the breast (see below). Completeness of excision minimises the risk of local recur-
rence. There are no reliable data to show a definite width of margin that is necessary for complete excision, 
but re-excision should be considered where the tumour extends to and or involves the margin. 
For specimens of impalpable lesions that are accompanied by a specimen radiograph, it is essential to corre-
late the radiological and histological appearances. Blocks should be selected from the area of the radiologi-
cal abnormality which can be identified, by either slicing or repeating an X-ray of the slices or by using a 
localisation device in which a grid reference is used to locate the areas of interest. Either method is accept-
able. Any lesion present within the specimen should be described and its maximum dimension recorded in 
millimetres. The relationship of the lesion to the excision margins should be recorded and the distance to the 
nearest margin or margins, measured.182 
Very small, well differentiated tumours are associated with decreased levels of axillary involvement, and in 
such cases after discussion, consideration may be given to omission of axillary dissection. It should be noted 
that even in T1b tumours (6–10mm), the probability of lymph node involvement approaches 20 per cent 
(Level III).191 Studies of sentinel node biopsy may help to resolve this issue (see also section 4.4, Man-
agement of the axilla). (see Appendix C for TNM clinical classification). 
When the omission of axillary dissection from a breast preserving protocol is considered, the woman should 
be fully informed of the risk of axillary node metastases being undetected. Radiotherapy could be offered as 
an alternative. 
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5. Onkoplastische Chirurgie 
Onkoplastische Rücksichten dürfen keine onkologischen Einbußen mit sich bringen. Das ästhetische Ergeb-
nis der brusterhaltenden Chirurgie ist ein wichtiges Qualitätskriterium. 
Dazu stehen Reduktions-, Lifting-, Verschiebe- und Ersatztechniken mit körpereigenem und/oder –fremdem 
Material zur Verfügung. Dies gilt auch nach ablativen Maßnahmen. 
Für Patientinnen, die eine Zusatzdosis auf das Tumorbett benötigen (Boost), ist die Exzisionshöhle mit chi-
rurgischen Clips in allen Dimensionen (6 Clips) zu markieren und bei Verschiebetechniken die Exzisi-
onshöhle als solche zu erhalten, damit diese identifizierbar bleibt und kleinvolumig bestrahlt werden kann.  
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4. 2  TOTAL MASTECTOMY 
In clinical trials conducted in the 1960s, total mastectomy combined with axillary dissection or radiation 
treatment to the axilla achieved survival rates similar to those achieved by the Halsted radical mastec-
tomy.192 Later studies confirmed this (Level II)193,194 and there is now essentially no role for Halsted therapy 
in modern care of breast cancer.195. 
The surgical protocol for a total mastectomy includes complete excision of the breast parenchyma with 
preservation of the underlying pectoral muscles. 
Total mastectomy is an appropriate treatment for women whose tumours extend widely within the breast, 
have ill defined margins which defy CLE, directly involve the nipple or overlying skin, or who do not 
choose breast conservation. Nipple involvement does not always preclude breast conservation. In such cases, 
excision of the central breast tissue, including the nipple, is often feasible. It is reasonable to reconstruct the 
nipple as a secondary procedure.196  
Skin sparing and nipple preserving mastectomy with immediate reconstruction may have a place in the 
treatment of early breast cancer. Although no long-term results of this technique are yet available, early data 
suggest no increase in the risk of local recurrence when tumours of comparable size are treated by skin spar-
ing mastectomy as opposed to total mastectomy (Level III).197-199 
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4. 3  COMPARISON OF BREAST CONSERVING SURGERY WITH MASTECTOMY 
Pre-operatively, about 70 per cent of mammographically detected cancers and 50 per cent of clinically detected 
cancers appear suitable for breast conservation,200 and this option should be discussed with the woman.  
Numerous randomised, controlled clinical trials have demonstrated no difference in distant metastases or survival 
among women with operable breast cancer treated by mastectomy compared with those treated by breast conserv-
ing surgery (Level I),195,201-203 when both have included axillary dissection. 
The incidence of local recurrence is 1–2 per cent per year in women who have breast conserving surgery followed 
by radiotherapy.204 In comparable tumours, the incidence of local recurrence following mastectomy is 3–5 per cent 
at 10 years, or less than 0.5 per cent per year.205 
The choice of surgery is an individual one and each woman should be fully informed of her options, including the 
risks and benefits of each procedure. The woman should be informed that local recurrence can occur even in 
surgery properly performed and she should be made aware of the potential need for further surgery if the margins 
are positive. 
The cosmetic result of breast conserving surgery has a high level of acceptance,206 gives an opportunity to pre-
serve the breast shape, avoids the need for a prosthesis or reconstructive surgery, facilitates a better fit of clothing 
and in general is associated with less impact on body image and sexuality. These are factors which may influence 
a woman’s decision in favour of breast conserving surgery. In discussion of choice between breast conserving 
surgery and mastectomy, women should be informed that body image is better preserved with conservation sur-
gery (Level I).207 
  

Guideline  Level of evidence  Reference 
In discussion of the choice between breast conserving surgery I   207 
surgery and mastectomy, women should be informed that body  
image is better preserved with conservation surgery. 
 1 

Specific situations in which mastectomy may be preferred to breast conserving surgery include: 
• a tumour of such a size relative to the breast that a satisfactory cosmetic result may not be obtained 
• multifocal disease 
• co-existence of extensive intraductal carcinoma or DCIS which is of high grade and which cannot be excised 

with clear margins 
• prior radiation therapy to the breast 
• previous history of collagen disease, particularly scleroderma 
• widespread indeterminate micro-calcification within the breast, which may make mammographic follow-up 

difficult 
• when the woman chooses mastectomy in the knowledge that the two treatments are equally effective 
Studies comparing breast conserving surgery and mastectomy have shown similar psychosocial morbidity for both 
procedures, even twelve months after surgery (Level III).80However, an influential factor during the first twelve 
months appears to be choice, with those offered a choice of surgery experiencing fewer psychological difficulties 
in the first 12 months than those who were not (Level III);80 this was not evident three years after surgery.208 
Regardless of surgery type, some women will suffer problems with sexuality,129,209 although there is some evi-
dence that this effect is less marked in women having breast conserving therapy.129 The most consistent finding is 
that body image is much better in women who have breast conserving surgery.73,129,207 Further research is needed 
to elucidate the impact of different forms of surgery on physical health, anxiety, depression and global quality of 
life. 
Overall, there is no evidence for a substantial difference in post-operative psychological health between women 
who have had breast conservation and those who have had mastectomy,80,210-215 although the focus of anxiety may 
be different. 
Many women who have mastectomy will be able to have breast reconstruction.In some cases, this can be planned 
before mastectomy and carried out at the same time. Women with cancers suitable for immediate reconstruction 
should be informed of this option before surgery. 
  

Guideline  Level of evidence  Reference 
Where appropriate, women should be offered a choice of either I 195 
breast conserving surgery followed by radiotherapy or mastecto my, 
as there is no difference in the rate of survival or distant metastasis. 
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Clinical practice guidelines for the care and treatment of breast cancer:  
3. Mastectomy or lumpectomy?  
The choice of operation for clinical stages I and II breast cancer (2002 update) 
……. 
Abstract 
Objective: To assist women and their physicians in making the most clinically effective and personally 
acceptable decision regarding the choice of primary surgery for potentially curable breast cancer. 
Options: Breast-conserving surgery (BCS; also referred to as lumpectomy or wide local excision) or mas-
tectomy.  
Outcomes: Local recurrence, disease-free survival, overall survival, cosmetic results. 
Evidence: Systematic computerized search of MEDLINE (1980 to May 2001) and CANCERLIT (1985 to 
May 2001). Nonsystematic review of breast cancer literature to December 2001. 
Benefits: Minimization of disfigurement offered by BCS. 
Harms: The need for radiotherapy and the greater costs associated with BCS. 
Recommendations: 
For patients with stage I or II breast cancer, BCS followed by radiotherapy is generally recommended. In the 
absence of special reasons for selecting mastectomy, the choice between BCS and mastectomy can be made 
according to the patient’s circumstances and personal preferences. 
• Mastectomy should be considered in the presence of any of the following: 

a. factors that increase the risk of local recurrence such as extensive malignant-type calcifications visi-
ble on the mammogram, multiple primary tumours or failure to obtain tumour-free margins; 
b. physical disabilities that preclude lying flat or abducting the arm, thus preventing the use of radio-
therapy; 
c. absolute contraindications for radiotherapy such as pregnancy in the first or second trimester or pre-
vious irradiation of the breast, or relative contraindications such as systemic lupus erythematosus or 
scleroderma; 
d. large tumour size in proportion to breast size; e. the patient’s clear preference for mastectomy.  

• The following factors are not contraindications for BCS: the presence of a centrally located tumour 
mass, axillary lymph-node involvement or the presence of breast implants. 

• In some cases, preoperative chemotherapy can shrink a large primary tumour and allow for BCS. 
• Before deciding between BCS and mastectomy, the physician must make a full and balanced presenta-

tion to the patient concerning the pros and cons of these procedures. 
• Whenever an open biopsy is performed on the basis of even modest suspicion of carcinoma, the proce-

dure should be, in effect, a lumpectomy, using wide local excision of the intact tumour surrounded by a 
cuff of tumour-free tissue (determined by palpation and visual inspection). 

• The following recommendations should be observed to provide optimum clinical and cosmetic results: 
a. tumour-involved margins should be revised; 
b. separate incisions should be used for removal of the primary tumour and for the axillary dissection 
except when these coincide anatomically; 
c. curvilinear incisions, concentric with the areolar margin, or transverse incisions are recommended 
over radial incisions. 
d. drains and approximation sutures should not be used in the breast parenchyma. 

Validation: The authors’ ……. 
Sponsor: …….. 
Completion date: December 2001. 
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Special reasons for selecting mastectomy 

o Mastectomy should be considered in the presence of any of the following: 

a.  factors that increase the risk of local recurrence such as extensive malignant-type calcifications visible  
 on the mammogram, multiple primary tumours or failure to obtain tumour-free margins; 

b.  physical disabilities that preclude lying flat or abducting the arm, thus preventing the use of radiotherapy; 

c. absolute contraindications for radiotherapy such as pregnancy in the first or second trimester or previous 
 irradiation of the breast, or relative contraindications such as systemic lupus erythematosus or scleroderma; 

d. large tumour size in proportion to breast size; 

e. the patient’s clear preference for mastectomy. 
….. 
Contraindications to radiotherapy 
In the absence of contraindications, radiotherapy should be a standard adjunct to BCS. In the NSABP trial of 
BCS versus mastectomy, at 12 years of follow-up the cumulative rates of recurrence following BCS were 
10% among those who received radiotherapy and 35% among those who did not (level I evidence).5 How-
ever, physical disabilities may prevent the use of radiotherapy; for example, if the patient cannot lie flat, 
abduct the arm to 90° or place the hand on the forehead. Contraindications to radiotherapy include preg-
nancy or previous therapeutic irradiation of the breast or thorax. Women in the third trimester may undergo 
adjuvant radiotherapy after delivery. There may also be relative contraindications such as a history of sys-
temic lupus erythematosus or scleroderma (see guideline 6). 
If any of the above situations is present, women should be made aware that the risk of local recurrence is 
increased without radiotherapy and that this can be avoided by mastectomy. 
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4.5 Breast Reconstruction 

General Principle 
Breast reconstruction is an important option for a woman who has had or is to have a mastectomy. 
Breast reconstruction should be available to women of all age groups and after different types of surgery 
and can be performed at the time of mastectomy or at any time thereafter. 
Key points 
• Surgeons performing breast cancer surgery should ensure that breast reconstruction after mastectomy is 

available to their patients and when treatment options are being discussed reconstruction should be in-
cluded. 

• Reconstruction of some type can usually be carried out regardless of age or the type of mastectomy 
performed. 

• The majority of women undergoing reconstruction are pleased with the result. 
• There are no absolute contraindications in a woman who is fit enough for mastectomy, other than her 

wish not to have a reconstruction. 
• Breast reconstruction can be performed at the time of mastectomy (immediate reconstruction) or at any 

time thereafter (delayed reconstruction). 
• Approximately 50% of women offered reconstruction at the time of mastectomy accept, where as only 

20% accept when offered delayed reconstruction (Dean et al 1983). 
• The results of immediate and delayed reconstruction are comparable and no recommendation about 

timing is made. 
Breast reconstruction has been shown to have an important role in psychological rehabilitation after 
breast cancer surgery. 
Key Points 
• …… 
A woman undergoing reconstruction should have a realistic expectation of the final cosmetic result. 
Key points 
• ….. 
There are a number of techniques for performing reconstruction each of which has advantages, disad-
vantages and complications. The involvement of a plastic and reconstructive surgeon as part of the mul-
tidisciplinary team is highly desirable. 
Key points 
• … 
Breast reconstruction does not increase the risk of recurrence nor is there evidence of delay in detecting 
local recurrence. It can be used in conjunction with radiotherapy and chemotherapy. 
Key points 
• …… 
There is no evidence of a significant risk to general health caused by the use of implants including those 
containing silicone gel but they are sometimes associated with local problems. 
Key points 
• …. 

Clinical Comment 

Breast reconstruction is now widely used both at the time of mastectomy and at a later date. Availability is 
limited in some regions and it seems a matter of high priority to improve this situation. The use of flaps 
versus tissue expansion is partly a matter of availability, partly based on patient characteristics and partly on 
the woman's preference. The option of breast reconstruction should be discussed with women 
undergoing mastectomy (Level C). 

�
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8 Operable breast cancer 

8.1.3 BREAST RECONSTRUCTION AFTER MASTECTOMY 

Breast reconstruction does not appear to be associated with an increase in the rate of local cancer recurrence, 
nor to impede the ability to detect recurrence if it develops71 and can yield psychological benefit.72 
Breast reconstruction may be performed either at the time of mastectomy or as a delayed procedure. Imme-
diate reconstruction has been reported to produce better cosmetic results.73 The psychosocial effects of 
breast reconstruction, and the relative merits of immediate and delayed surgery, have not been adequately 
studied. 
The choice of operation for an individual patient depends on several factors including breast size, the ade-
quacy of skin flaps and whether radiotherapy is planned or has been previously used. Surgery to the opposite 
breast may be required to achieve symmetry. Techniques for reconstruction of the nipple/areola complex 
have been described.71, 74, 75 Alternatively, acceptable nipple prostheses may be made by taking a mould from 
the existing nipple.75 
Silicone implants are currently licensed in the United Kingdom for breast reconstruction. 
Despite some adverse publicity there is no evidence that silicone prostheses are associated with significant 
systemic problems.76 
Who should perform breast reconstruction? Should it be the same surgeon who performs the mastectomy? 
There are advantages and disadvantages to the same surgeon performing both operations. Certainly, the 
surgeon performing the reconstruction should be fully trained in all the appropriate techniques and in most 
units, will be a plastic surgeon. 
Patients who are being prepared for a mastectomy should be informed of the option of reconstruction and, if 
appropriate, should discuss the options with a surgeon trained in reconstructive techniques, prior to their 
surgery. 

 C The possibility of breast reconstruction should be discussed with all patients prior to mastectomy. 
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4. 5  BREAST RECONSTRUCTION 
After treatment for breast cancer, women may have concerns about their appearance. For example, in a recent 
Australian study, 29 per cent of women reported feeling substantially less attractive and 13 per cent were unable 
to look at themselves naked after treatment for breast cancer and had low self-esteem following a mastectomy.129 
The study included women who had had either breast conserving surgery (54 per cent) or mastectomy (46 per 
cent), but the data were not analysed separately. 
Breast reconstruction involves the use of a prosthesis or of tissue from other parts of the body to rebuild a breast 
removed by mastectomy. It does not interfere with the treatment of breast cancer. 
The decision to choose breast reconstruction is a complex one and opinions vary as to whether it should be done at 
the time of treatment or later. Women should be given the opportunity to consider the procedure, so they can 
balance the advantages and disadvantages of reconstruction after mastectomy.236-239

 

Methods of reconstruction 
The actual method of reconstruction will depend on the nature of the problem.240 
There is no single method that is suitable for all women.240 
In women with small breasts, a prosthesis may be a satisfactory method and may be used alone, or in association 
with a tissue expander. This latter device is used to achieve a gradual increase in the amount of available skin 
cover. A second procedure may be required to replace the expander with a definitive prosthesis. Complications 
occur in about 10 per cent of patients (Level III).241 
In some selected women with large and heavy breasts, a breast sharing reconstruction may be possible. With this 
technique, tissue from the other breast is taken for the reconstruction. Infection and loss of tissue occurs in about  
5 per cent of cases (Level III).242 
Skin and fat may also be transferred from the back, using the latissimus dorsimuscle as a flap. Donor site morbid-
ity is minimal and complications of infection and tissue loss occur in fewer than 5 per cent of patients. A prosthe-
sis may be necessary to augment the breast volume, and complications occur in fewer than 5 per cent of pa-
tients.243 
In women with a suitable amount of loose skin and fat on the abdomen, a transfer of this tissue, either as a pedi-
cled flap or as a free microvascular transfer, may be used. This is known as the TRAM (transverse rectus ab-
dominis myocutaneous) flap method of breast reconstruction. The complications of infection and loss of tissue 
occur in about 5 per cent of patients. A further 10 per cent suffer some weakness and bulging of the abdominal 
wall.244 Because more muscle in used in the pedicled technique, the risk of abdominal weakness is potentially 
greater than with the microsurgical approach. Other potential complications of either the microsurgical or pedicled 
methods of reconstruction include fat necrosis in the reconstructed breast and asymmetry with the other breast. 
There is no evidence that breast reconstruction increases the risk of recurrence of the original tumour, or that there 
is any significant impairment of the ability to detect any recurrence.245 However, continuing follow-up (including 
mammography) is advised, as all women who have had a cancer of the breast have a small but definite increased 
risk of developing a new cancer in the residual breast tissue. 
Although there is no evidence that the use of silicone prostheses poses any longterm risk to general health,246 
significant numbers of women have local reactions to the prostheses, which may develop a tight capsule, become 
hard or be rejected.246 Because of the controversy surrounding silicone breast implants, these have been replaced 
largely by saline-filled implants. Soft tissue reconstruction is preferred by many women, particularly if there have 
been complications from the use of prostheses. 

Psychological issues 
There is no evidence that women who seek breast reconstruction are, as a group,psychologically vulnerable.247 
No randomised trials of the impact of breast reconstruction on patient wellbeing have been located. However, it 
appears that reconstruction may help women worry less about their health, as the surgery helps repair the constant 
reminder of the life threatening nature of the disease.248 Psychological health may be improved in the short term 
and body image may be improved at three and twelve months.249 
Women who have breast reconstruction are almost always happy with their decision. They report a number of 
benefits, including: a feeling of being whole again, better psychological and social adjustment to their cancer and 
mastectomy, more positive body image, better sexual adjustment, less depression and feeling more comfortable 
without a prosthesis.237 



��	��	
	�
������	
����	��������������	
���� �  �+�

�� � � �
� � ����

I7  7* 1?����	/��9����?	��/�
���
0��=����
�B
0�0�6�=�����6���	���
�
��
���������	
��6���	�0���M�6������?	��

M	
	���9B���=����
�A	���7J7�0�������B6�K����4�0�6�I���4�0�6�	
=��������	6����������
����	
���B
0�0	==���
�	��0	��
�6�	6�����0�B�6����&$6��6�������?�$���	0�6���=��0��
���	�
I	��
�6�	��B
0�9����?	���	
����6�
0����.������
6A�	6�7�
�
K������:�
• J�6�
0���� �?����	/�� ��)
����
� 6	
0� ��	� ��
0��=����
� 0�6� ���������	
��6� �B�

��0�
��
7�(B�����	�A�	�� =�����6���	���
�
����������	
���
��0��� ����	�6� ��6����
�
0�������6��6	��B
��A	�0�0	���?����	/��M�6������?	����A�	���
0�/�
�0������
0��0�
/������
��B�AG���
�6�	
7�

�
.��6�����:

• ���F����
�0���I��6����B
��0����?����	/�
�9����?	��6�������	
��5���6	����	����(B=�	6�

�B
��0�����
0��=����
�B
0�
��A�
0	��
�9����?	��?�	�
�
���=����
7�
• (B��� 6�����
� 0	�� ;G���� �B=���	6���� A��0�
4� A�

� /�
� 0��� �?����	/� �����?�B�	6���
�

���������A	���
�A��0�
�6���7�

��������
%'+
��	�������	
��
/���������	���
��#�


��� ��2�F�L���	
	����?����	����B	0��	
�6�=���������
�����
���=�����$�����6����
����Z�7� �[�

(B6��AG���4�A�	��5���6	����	����B=�A�6�
��	����J�6�
0����	��
��	
��A	�6�
�A	�07�

Ductal carcinoma in situ, lobular carcinoma in situ and atypical hyperplasia 

Some breast diseases, including ductal carcinoma in situ (DCIS), lobular carcinoma in situ (LCIS) and 
atypical hyperplasia (AH), are associated with an increased risk of invasive breast cancer.33,34 
....... 
(Clinical practice guidelines on the management of DCIS, LCIS and AH are currently being prepared by the 
iSource National Breast Cancer Centre.) 
  

  Key points 
  In some cases of DCIS, invasion may never occur. This may be the result of interruption of the genetic 
  changes which lead to invasive carcinoma. 

  Radiotherapy should be considered for women with DCIS where conservation is desired. 

  Axillary lymph node dissection is not necessary in the management of most patients with DCIS. 

  For women with LCIS and AH, annual physical examination and annual bilateral mammography  
  appears to be the best management option.    
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CHAPTER 4 THE MANAGEMENT OF LOCALLY ADVANCED BREAST CANCER 
..... 

Diagnosis 
The initial assessment of locally advanced breast cancer is the same as for any woman presenting with advanced 
breast cancer. It must include confirmation of the clinical diagnosis by biopsy, as well as tests to determine the 
extent and nature of any metastases. See section 3.2 for details. 

Treatment 
The best outlook for patients with stage III breast cancer is obtained by using combined modality therapy with 
surgery, radiotherapy and systemic therapy (chemotherapy and/or hormone therapy). Treatment of local disease in 
women with locally advanced breast cancer must be more intensive than in women with early breast cancer, be-
cause the tumour is larger or involves tissue other than breast soft tissue. 
Due to the potential complexity of the treatment program, patients with stage III breast cancer need to be seen by 
the various specialists, so the order of treatments can be agreed upon, ideally in a multidisciplinary clinic. As a 
consequence of the paucity of randomised controlled trials involving women with locally advanced disease, there 
is considerable uncertainty as to the optimum order of these treatments and whether all four treatments are re-
quired for the best results. There is some evidence 193-195 and reasonable agreement that if multimodality treatment 
is considered the best option, then the optimal program could entail: 
• chemotherapy (known as neoadjuvant chemotherapy if given before radiotherapy or surgery); 
• local therapy (either surgery or radiotherapy); 
• then more chemotherapy; 
• then consideration of further local therapy - whichever was not used previously; and 
• endocrine therapy (for example, tamoxifen if the tumour is oestrogen receptive, for at least five years  
  (Level IV).193-195 
Regular clinical follow-up is recommended because of the relatively high risk of local relapse. 

Chemotherapy 
.... 
Surgery 
In most cases involving surgery, mastectomy is required. If surgery is chosen as the form of treatment for the 
axilla, a level III (full) dissection should be performed to decrease risk of regional relapse. Breast reconstruction 
techniques may be applicable in selected patients. Breast conserving surgery may be feasible after neoadjuvant 
chemotherapy. 
If radiotherapy is given first, surgery for known or anticipated residual disease should be delayed until the radia-
tion reaction has settled down. This may take six to eight weeks. 

Radiotherapy 
.... 
Exceptions 
There are exceptions to the intensive multimodal approach. One such example is the elderly and frail woman with 
a receptor-positive tumour, in whom tamoxifen alone (20 mg/day) is likely to reduce substantially tumour size and 
morbidity with few or no side effects. Response rates of 45-68 per cent to tamoxifen alone have been reported 
(Level III;201 Level II 202). Of course, in such situations the patient must be reviewed at regular intervals and addi-
tional treatment applied should the disease progress. Alternatively, if the disease remains static, continued hor-
mone therapy may be considered.202 

Inflammatory carcinoma 
Inflammatory carcinoma presents clinically with involvement of the whole breast with redness and oedema and is 
characterised pathologically by infiltration of dermal lymphatics with tumour cells. Neoadjuvant preoperative 
chemotherapy produces high clinical response rates, particularly if anthracycline-based regimens are used and 
favourable responses are associated with improved survival (Level IV).203 
Mastectomy and radiotherapy are also recommended, followed by endocrine therapy if the tumour is receptor 
positive.193,200 Sequential high dose chemotherapy with stem cell transplantation is being explored in this setting in 
a large phase II trial (PEGASE 02), with high pathological complete response rates reported (32 per cent).204  

Mature results are awaited and a randomised trial will be required to compare this approach with standard dose 
therapy. 
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4. 4 MANAGEMENT OF THE AXILLA 
Management of the axilla has several aims: 
• eradication of metastatic disease within the axillary nodes 
• assessment of nodal status for evaluation of prognosis 
• assessment of nodal status to determine adjuvant therapy 
Both dissection and irradiation are used in managing the axilla. The best approach needs to be considered, as 
there are side effects from both axillary dissection and axillary irradiation—in particular, lymphoedema. 
Reported estimates of rates of lymphoedema following axillary surgery (sampling or dissection) and/or 
axillary irradiation vary widely, reflecting the methodological weaknesses of many of the studies that have 
investigated the prevalence of lymphoedema following 
treatment for breast cancer.216 Rates of between 0 per cent and 58 per cent for axillary dissection alone (six 
studies); between 0 per cent and 11 per cent for axillary sampling (two studies) and 8 per cent for women 
who received axillary irradiation alone (one study) have been reported.216 When both axillary surgery (dis-
section or sampling) and irradiation are given, reported rates of lymphoedema range between 6 per cent and 
60 per cent (nine studies).216 However, analysis of the significance of much of this research is complicated 
by the lack of comparability between studies and measurement methods, small sample sizes, poor differen-
tiation of subgroups and methodological problems in individual studies.216 
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Axillary dissection 
The extent of axillary dissection can be defined with reference to the pectoralis 
minor muscle: 
• level 1: lower axilla up to the lower border of pectoralis minor 
• level 2: axillary contents up to the upper border of pectoralis minor 
• level 3: axillary contents extending to the apex of the axilla 
All nodes removed should be sent to the pathologist for examination. 
Survival 
…. 
Prognostic information 
….. 
Sentinel node biopsy 
….. 
Axillary irradiation 
….. 
Axillary irradiation following dissection in women with limited nodal involvement 
….. 
Axillary irradiation following dissection in women with greater lymphnode involvement or remaining 
disease in the axilla 
….. 
  
Guideline  Level of evidence  Reference 
For most women with early breast cancer, a level 1 or II  205, 207 
level 2 axillary node dissection should be standard.* 
  

 
Summary 
Treatment of the axilla by either dissection or irradiation will reduce rates of axillary recurrence. In practice, 
most women will be offered axillary dissection as the first choice since this will also provide information to 
assist in staging and in contributing to decisions about systemic and locoregional adjuvant treatment. 
While data are limited, general agreement was reached on certain recommendations for the management of 
the axilla at the Meeting on Axillary Dissection and Irradiation held at the Gold Coast, Australia in Septem-
ber 1998 (see Table 1 for a summary).  
For some women, irradiation rather than dissection will be the preferred method of axillary control. This 
includes selected women in whom the result of axillary dissection would be unlikely to influence the deci-
sions about systemic adjuvant therapy. Other women may not wish to have further surgery, and any decision 
should involve consultation with appropriate members of the multidisciplinary team. 
Some women at high risk of axillary recurrence will require both axillary dissection and axillary irradiation. 
In particular, this will include those women who have remaining axillary disease following dissection. 
 
Table 1: Recommendations for management of the axilla 
  

• For women with early breast cancer, a level 1 or level 2 axillary node dissection should be standard. 
• The omission of axillary dissection can be considered for some women, including: selected patients in 

whom the result of axillary dissection would be unlikely to influence the decisions about systemic and 
locoregional adjuvant therapy; and women with an isolated small low grade carcinoma. 

• Axillary irradiation will reduce axillary recurrence. 
• Where the risk of axillary recurrence is high, both axillary dissection and axillary irradiation should be 

considered. In particular, this will include those women who have remaining axillary disease following 
dissection. 

• Management of the axilla should be determined by a multidisciplinary team in discussion with the 
patient. Patients should be informed of the benefits and risks of axillary dissection and axillary irradia-
tion. 

�
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4.3.3 Management of the Axilla 

General Principle 
The surgical management of the axilla aims to provide important information for staging on which decisions 
about systemic therapy will be based and to achieve adequate local control of the disease in the axilla. 
Excision of axillary lymph nodes is recommended as an integral part of breast cancer surgery in order to 
stage the disease and hence the need for adjuvant systemic therapy. 

Key Points 
• Axillary lymph node status is the most powerful indicator of breast cancer prognosis  

(Fisher & Slack 1970). 
• Clinical assessment of the axilla is associated with false-negative and falsepositive results and is too 

inaccurate to be used as the basis for decisions about systemic therapy.  
• Histopathological nodal status is accepted as a key factor in decisionmaking about systemic therapy. 
• Operations varying from limited node sampling to near total lymph node clearance have been pro-

moted. 
The extent of axillary dissection required to assess nodal status satisfactorily remains controversial. 

Key Points 
• …. 
Sentinel node(s) biopsy has been proposed in those women without clinical involvement of the axilla, as a 
means of avoiding complete axillary dissection but its precise role is as yet unclear. 

Key Points 
• The sentinel lymph node is defined as the first lymph node(s) draining the primary tumour, in the lym-

phatic basin. 
• The sentinel node can be identified by intra-operative lymphatic mapping after injecting a vital blue dye 

or a radioactive tracer or a combination of both around the breast tumour (Albertini et al 1996). 
• The accuracy of this technique in identifying lymph node metastases was first demonstrated in patients 

with primary cutaneous malignant melanoma (Morton et al 1992). 
• A close correlation has been demonstrated between the histological status of the sentinel node and that 

of the dissected axilla (Giuliano et al 1995). 
• Early reports of the use of this technique to increase the accuracy of axillary staging and reduce the 

extent of axillary dissection in breast cancer patients have recently been published (Albertini et al 1996, 
Silverstein 1997, Veronesi et al 1997) but its precise role in clinical practice remains unclear. 

There is ongoing debate about the impact of axillary dissection on survival. Any benefits seem likely to be 
due to better selection for adjuvant therapy. The need for axillary dissection in very small tumours with a 
good prognosis is also controversial. 

Key Points 
• …. 
Axillary dissection results in morbidity especially if combined with axillary radiation. 

Key Points 
• ….. 
Clinical Comment 

Axillary dissection is an accepted part of breast cancer surgery, even in older patients. It is the key to adju-
vant therapy and also plays an important role in local disease control. There is no uniform agreement about 
which operation should be performed but a level 2 operation (up to the upper border of pectoralis minor) is 
widely practised. Axillary dissection should be a standard component of the surgical management of cancer. 
(Level C). 

�
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6. Adjuvante medikamentöse Therapie (St Gallen 2001) 

Die Konsensusempfehlungen von St. Gallen 2001 (siehe Tabelle 2-3) sind als Mindeststandard festgelegt. 
Die Teilnahme an klinischen Studien ist wünschenswert und dient der Qualitätsverbesserung. Um die Rate 
und die Qualität der brusterhaltenden Behandlung zu erhöhen, sind neoadjuvante Therapien (= medikamen-
töse Behandlung vor einer Operation) anzubieten. 

Risikogruppen bei Patientinnen mit invasivem Mammakarzinom Tabelle 4: 
Konsensuskonferenz St. Gallen 2001 

Prognosefaktoren   Risiko   
 niedriges*   alle anderen  
Lymphknoten  N-   N-/ N+ 
Tumorgröße  ���������  >2,0 cm 
Grading  1   2-3 
Hormonrezeptor  HR pos   HR +7- 
Alter  ��	
���  < 35 a 
* Alle Kriterien müssen erfüllt sein 
 
Adjuvante systemische Therapie des Mammakarzinoms Tabelle 5 
St Gallen Konsensuskonferenz 2001 

Menopausenstatus  niederes Risiko   alle anderen (N+ oder N-) 
  HR pos ER und PR neg  
PRÄMENOPAUSE  Tam oder keine Ovarektomie* +/or Tam  CHT 
       CHT + Tam 
       alle 3 Therapien 

POSTMENOPAUSE Tam oder keine Tam ± CHT  CHT 

SENIUM  Tam oder keine Tam ± CHT  CHT   
* GnRH Analoga oder operativ 
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11 Non-operable and locally advanced tumours and patients unfit for surgery 
11.1 PRIMARY RADICAL RADIOTHERAPY 
… 
11.2 INDUCTION SYSTEMIC THERAPY 
There have been numerous studies of patients with locally advanced breast cancer who have been treated 
with chemotherapy.117-121 The overall response rate is 65-95%, the rate of pathological complete response is 
rarely more than 15%. On completion of chemotherapy, most patients have proceeded to surgery and/or 
radiotherapy. 
Evidence level IIb 
For patients with locally advanced, hormone receptor positive tumours, induction endocrine therapy may be 
appropriate, especially in patients where the history is of slow growing tumour.122 The principles for the 
selection of hormone therapy are the same as for metastatic disease (see section 14.4). 

 C  Patients with locally advanced breast cancer should be treated with systemic therapy. Surgery and/or 
radio-therapy should normally be given afterwards, the timing and sequencing depend on the response 
to therapy. 

 
11.3 INFLAMMATORY BREAST CANCER 
….. 
11.4 PATIENTS UNFIT FOR SURGERY 
These will usually be elderly patients and some may have locally advanced tumours.The principles of man-
agement are closer to that for metastatic disease (see section 14) than for operable disease, the aim of ther-
apy being to control the primary tumour whilst maintaining the best quality of life. 
Evidence level III 
Many patients will respond to tamoxifen125, 126 and this is usually appropriate initial therapy. Further therapy 
will depend on the response to tamoxifen and the patientís other medical problems.  

 B Patients unfit for surgery should have tamoxifen as initial therapy. 
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Adjuvante Chemotherapie 
� Regime 
...... 
� Dosierung 
Nur bei einer adäquaten Dosierung einer Chemotherapie ist ein Therapieeffekt zu erwarten.  
Bei Unterdosierung droht der vollständige Effektivitätsverlust. 
CMF sollte über 6 Zyklen mit 4wöchiger Dauer nach dem "klassischen" Mailänder Regime (100 mg Cyclophosphamid 
oral Tag 1 bis 14) oder i.v. Tag 1 und 8 verabreicht werden (LOE I, Grad A)38,39. 
Epirubicin soll mindestens mit einer Dosierung von ≥ 30 mg/m²/Woche 40 und Doxorubicin mit ≥ 20 mg/m²/Woche 
verabreicht werden (LOE I, Grad A). 
Weder für Cyclosphosphamid noch für Doxorubicin läßt sich durch eine Steigerung der Dosierung eine verbesserte 
Effektivität nachweisen (LOE I, Grad A)36,41. 
Der Einsatz einer Hochdosistherapie mit Stammzellsupport soll nur in gut durchdachten, prospektiv randomisierten 
Studien erfolgen (LOE II, Grad C). 
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Table 6: Standard chemotherapeutic regimens 

Regimen  Doses  Comment / References 
ACT  Doxorubicin 50mg/m2 plus  227 
 Cyclophosphamide 750mg/m2 

 each 3 weeks* 

CMF(P)   Cyclophosphamide 100mg/m2  Level II evidence that intravenous 
  orally days 1–14 CMF q21d is inferior254 

 Methotrexate 40mg/m2 days 1,8 

 5-Fluorouracil 600mg/m2 days 1,8 

 (Prednisone 40mg/m2 orally days 
 1–14 may also be given)252,253 

 (Standard or oral CMF) 

Taxane† P aclitaxel 175–200 mg/m2 3 hours  255 
 each 3 weeks or 

Docetaxel 7 5–100 mg/m2 1 hour each 3 weeks 256 

Vinorelbine†  30mg/m2/D1 and D8 of a 3-week cycle  257 

Capecitabine**  2500mg/m2/days 1-14/q 21 days  258 
 1 

*    5-Fluorouracil is sometimes added, forming regimens known as CAF, FAC in varying schedules. 
†      Currently approved for authority prescription only after failure of anthracycline. 
**  Currently approved for advanced or metastatic breast cancer after failure of standard therapy which 

 includes a taxane and an anthracycline, or where those agents are clinically contraindicated (PBS). 
Note: Other regimens are also being used in Australia, but have not been subjected to the same level of security. 
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Table 7: Common chemotherapy drugs and their side effects 

Class of drug  Possible side effects  Approximate time from 
therapy 

  to onset of symptom 
Anthracyclines   hair loss  2–3 weeks 
- doxorubicin nausea, vomiting  days 
- epirubic fatigue  days 
 lowered blood counts 7–14  days 
 mouth ulcers 7–10  days 
 cardiac toxicity  months to years 
Alkylating agents hair loss 2  weeks 
- cyclophosphamide  nausea, vomiting 1–3  days 
 lowered blood counts 7–14  days 
 fatigue  days 
 bladder irritation  days 
Taxanes  fatigue  days 
- paclitaxel  hair loss  2 weeks 
- docetaxel  lowered blood counts  0–14 days 
  muscle aches days 
 neurological damage  months 
 allergic reactions (paclitaxel)  minutes–hours 
Vinorelbine  fatigue  days 
 injection site pain  minutes–hours 
 hair loss (moderate)  weeks–months 
 lowered blood counts  10–14 days 
 neuropathy  days 
Capecitabine  fatigue  days 
 diarrhoea  weeks 
 hand-foot syndrome  months 
 nausea  days 
 stomatitis  weeks 
  

Cardiac toxicity can be a problem with anthracyclines, particularly with cumulative doses of greater than 
400mg/m2 of doxorubicin or 1000mg/m2 of epirubicin. Individual patients may experience cardiac toxicity at 
lower cumulative doses, especially after irradiation to the heart or in the presence of existing heart disease, hy-
pertension or other cardiac risk factors. 
Cyclophosphamide may cause haemorrhagic cystitis, and a fluid intake of 2–3 litres per day is recommended 
during cyclophosphamide therapy to lessen this risk. 
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Dose reduction 
Because of the side effects of cytotoxic chemotherapy, there is a temptation to use lower doses. Retrospec-
tive analyses had suggested that lower doses were less effective (Level III),310 but the potential for bias made 
interpretation difficult.However, a large prospective randomised trial 311 found that patients randomly as-
signed to higher doses of 5-fluorouracil, doxorubicin and cyclophosphamide (FAC) did better than those 
assigned to half the dose (Level II). No colony stimulating factor (CSF) support was required in the higher 
dose arm of this trial.There is thus evidence (Level II)311 that dose intensity is important to outcome in adju-
vant cytotoxic therapy, at least in the range of doses achievable without CSF support. 
An alternative interpretation is that lower doses are ineffective. 
 1 

Guideline  Level of evidence Reference 
Dose intensity is important to outcome in adjuvant  II  311 
cytotoxic therapy, at least in dose ranges achievable 
without colony stimulating factor (CSF) support. 
 1 

…… 
Granulocyte-colony stimulating factors 
The evidence regarding the correct use of granulocyte-colony stimulating factors (G-CSFs) is still accumu-
lating. Guidelines recently prepared by the American Society of Clinical Oncology for the use of G-CSF 
support317 concluded that primary use of G-CSFs should be restricted to cytotoxic regimens expected to 
produce febrile neutropenia in at least 40 per cent of the patients treated. Since these levels are unlikely with 
conventional adjuvant cytotoxic therapy doses,routine G-CSF support is not recommended.Secondary use of 
G-CSFs in patients who have experienced febrile neutropenia or whose therapy might otherwise be delayed 
or given in lower dosage because of neutropenia has been suggested, but remains of unproven value. G-CSF 
support may be considered as an alternative to dose reduction in patients with a history of febrile neutro-
penia. 
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High-dose chemotherapy requiring stem cell support 
Although trials are in progress to compare high-dose and conventional chemotherapy,312 few have yet re-
ported results. Weak evidence based on a historically controlled series (Level III)313 suggests the use of 
high-dose therapy requiring autologous bone marrow or peripheral blood stem cell support in women at high 
risk of recurrence, such as those with 10 or more involved lymph nodes. However, two small randomised 
trials have not shown benefit for highdose therapy (Level II).314,315 
Such therapy is expensive and potentially hazardous, although the initially high rates of toxic death have 
fallen with increasing experience of the technique. However, the use of high-dose chemotherapy remains 
controversial. A recent review of research into this area concluded that firm evidence is needed of the benefit 
of this treatment compared with conventional therapy.316 Currently there is insufficient evidence to justify 
the delivery of high-dose chemotherapy towomen with breast cancer outside of clinical trials.316 
 1 
 

Guideline Level of evidence  Reference 
Treatment with high-dose chemotherapy outside of  II  314, 315 
clinical trials is not recommended. 
 1 
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5. 2 RADIOTHERAPY AFTER MASTECTOMY 
......  
Summary of the evidence 
Postmastectomy radiotherapy reduces the risk of locoregional recurrence (Level I) and of cause-specific 
mortality (Level I).228,269 The impact of postmastectomy radiotherapy on all cause mortality remains unclear.  
A review of the most recent published data273 has shown a reduction in all cause mortality, but this is not 
supported by the results of the meta-analysis of all randomised controlled trials.228 It is therefore logical to 
recommend postmastectomy radiotherapy for those at high risk of local or regional relapse. The risk thresh-
old at which radiotherapy should be considered will depend on the likely benefit and on any possible adverse 
effects of that radiotherapy (the latter may depend on age).228 
 1 

...... 
 
 1 

Summary 
Postmastectomy radiotherapy may therefore be considered in the following circumstances: 
• tumours greater than 5 cm 
• axillary involvement of more than three nodes 
• the presence of positive tumour margins 
In addition, when smaller tumours are found or fewer nodes are involved but one or both of the following 
are present, postmastectomy radiotherapy may be considered: 
• lymphovascular invasion 
• high grade - grade 3 
 1 

 
...... 
 
 1 

Guideline  Level of evidence  Reference 
Postmastectomy radiotherapy is recommended for  I  269, 228 
women at high risk of local or regional relapse   
 1 

�
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F. Absolute and Relative Contraindications  
In the selection of patients for breast conservation treatment with radiation, there are some absolute and 
relative contraindications:  
1. Absolute contraindications  
a. Pregnancy is an absolute contraindication to the use of breast irradiation. However, in many cases, it 

may be possible to perform breast conserving surgery in the third trimester and treat the patient with ir-
radiation after delivery.  

b. Women with two or more primary tumors in separate quadrants of the breast or with diffuse malignant-
appearing microcalcifications are not considered candidates for breast conservation treatment. 

c. A history of prior therapeutic irradiation to the breast region that would require retreatment to an exces-
sively high total radiation dose to a significant volume is another absolute contraindication.  

d. Persistent positive margins after reasonable surgical attempts. The importance of a single focally posi-
tive microscopic margin needs further study and may not be an absolute contraindication. 

2.  Relative contraindications  
a. A history of collagen vascular disease is a relative contraindication to breast conservation treatment 

because published reports indicate that such patients tolerate irradiation poorly. Most radiation oncolo-
gists will not treat patients with scleroderma or active lupus erythematosus, considering it an absolute 
contraindication. 
In contrast, rheumatoid arthritis is not a relative or an absolute contraindication.  

b. The presence of multiple gross tumors in the same quadrant and indeterminate calcifications must be 
carefully assessed for suitability because studies in this area are not definitive.  

c. Tumor size is not an absolute contraindication to breast conservation treatment, although there is little 
published experience in treating patients with tumor sizes greater than four to five centimeters. How-
ever, a relative contraindication is the presence of a large tumor in a small breast in which an adequate 
resection would result in significant cosmetic alteration. In this circumstance, preoperative chemother-
apy should be considered.  

d. Breast size can be a relative contraindication. Treatment by irradiation of women with large or pendu-
lous breasts is feasible if reproducibility of patient set-up can be assured and the technical capability ex-
ists for > 6 MV photon beam irradiation to obtain adequate dose homogeneity. 

e. Patients with genetic breast cancer, it is not clear that the risk of ipsilateral breast tumor recurrence is 
increased. However, these patients appear to be at a substantially increased risk of new primary breast 
cancers in both the ipsilateral and contralateral breast over time, and this should be considered during 
the treatment counseling process (65, 66). A high risk of systemic relapse is not a contraindication for 
breast conservation, but a determinant of the need for adjuvant therapy.  
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Radiation techniques 

• The A number of different fractionation schedules for breast irradiation have been used. Although 
the most common fractionation schedule in Canada to date has been 50 Gy in 25 fractions, recent 
data from a Canadian trial demonstrate that 42.5 Gy in 16 fractions is as good as this more tradi-
tional schedule. 

……. 
In planning therapy, the 2 main considerations are controlling local recurrence and obtaining a satisfactory 
cosmetic outcome. In the 6 randomized trials of breast irradiation versus no irradiation after lumpectomy 
already discussed, 3–14 only 2 used the same radiation fractionation schedule 5,14 (Table 1). Fractionation 
schedules used in these trials ranged from 40 Gy in 16 fractions to 54 Gy in 27 fractions administered to the 
whole breast with or without boost irradiation to the primary site. Each fraction of radiation was delivered 
daily Monday to Friday. In patients with comparable stages of breast cancer and similar lengths of follow-
up, the rates of local recurrence were similar (level III evidence). Prospective and retrospective cohort stud-
ies have also reported acceptable rates of local control and cosmesis with similar fractionation schedules.24–28 
A commonly used fractionation schedule in Canada has been 50 Gy in 25 fractions to the whole breast with-
out boost irradiation when the margins of surgical excision are clear of disease (the same schedule used in 
the NSABP studies). 29 The Ontario Clinical Oncology Group (OCOG) recently reported the results of a 
Canadian randomized trial in which the more traditional, longer course (50 Gy in 25 fractions administered 
over 35 days) was compared with a shorter course (42.5 Gy in 16 fractions over 22 days) in women with 
node-negative breast cancer following lumpectomy.30 Ten cancer centres in Ontario and Quebec and 1234 
women participated in the trial. The median follow-up was 5.8 years. No difference was detected in the rates 
of local recurrence or cosmetic outcome at 5 years (level I evidence). The rates of local breast recurrence 
were 3.2% in the long treatment arm and 2.8% in the short treatment arm (absolute difference 0.4%, 95% 
confidence interval –1.5% to 2.4%). The trial was limited to patients whose breast was less than 25 cm in 
width at the midpoint of the radiation field. It is unclear whether the results of this study apply to women 
with larger breasts, who may be more prone to poor cosmetic outcome when radiation techniques are not 
optimized. Although the trial was restricted to patients with node-negative disease, the observed results are 
likely generalizable to patients with node-positive disease. 
• Irradiation to the whole breast rather than partial breast irradiation is recommended. 
… 
• There is insufficient evidence to recommend breast irradiation with brachytherapy implants or 

intraoperative radiation therapy. Further evaluation of these treatments in randomized trials is re-
quired. 

….. 
• Additional irradiation to the lumpectomy site (boost irradiation) reduces local recurrence but can 

be associated with worse cosmesis compared with no boost. A boost following breast irradiation may 
be considered in women at high risk of local recurrence. 

….. 
• Physicians should adhere to standard treatment regimens to minimize the adverse effects of breast 

irradiation. 
….. 

 

�
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Negative health effects of irradiation  

• When choices are being made between different treatment options, patients must be made aware  
of the acute and late complications that can result from radiation therapy. 

Skin erythema and fatigue are common short-term side effects of radiation therapy 
The cause of fatigue is not known; it is maximal in the first few weeks to months after radiation therapy. Skin erythema 
and fatigue usually resolve completely within 3 to 6 months. Such symptoms and the inconvenience of radiation therapy 
can affect a patient’s quality of life.44 In the Canadian randomized trial that evaluated the role of breast irradiation after 
lumpectomy,44 patients’ quality of life was assessed at baseline and at 1 and 2 months following randomization. Patients 
treated with radiation therapy had little change in quality of life over the 2-month period, whereas those who did not 
receive radiation therapy had steady improvement in quality of life. The difference between groups was statistically 
significant (p = 0.0001). 
Mild and moderate long-term effects of irradiation are relatively rare. 
….. 
Lasting cosmetic sequelae of irradiation may become visible after the first year and progress for several 
years. 
….. 
Severe long-term adverse effects of irradiation are rare. 
….. 
The risk of malignant disease resulting from breast irradiation after BCS is very low. 
….. 
Breast cancer 
…. 
Sarcoma 
…. 
Leukemia 
…… 
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The time interval between surgery and radiotherapy 
•  Breast irradiation should be started as soon as possible after surgery and not later than 12 weeks 

after, except for patients in whom radiation therapy is preceded by chemotherapy. However, the op-
timal interval between BCS and the start of irradiation has not been defined. 

The timing of radiation therapy has been studied in a cohort study involving 436 patients. Patients who began radiation 
therapy more than 7 weeks after BCS appeared to be at greater risk of recurrence than patients receiving treatment earlier 
(14% v. 5%).68 However, the interval between radiation therapy and surgery was not significant when other relevant 
factors were considered in a multivariate analysis (level V evidence). Likewise, in a study involving 653 patients with 
node-negative breast cancer who received a dose of 60 Gy or greater to the primary tumour site, when risk factors were 
controlled, there was no difference in the recurrence rates associated with intervals ranging from 4 to 8 weeks between 
surgery and radiation therapy (level V evidence).69 
… 
The sequencing of chemotherapy and radiotherapy 

•  The timing of radiation therapy has been studied in a cohort study involving 436 The optimal se-
quencing of chemotherapy and breast irradiation is not clearly defined for patients who are also 
candidates for chemotherapy. Most centers favour the administration of chemotherapy before ra-
diation therapy. Selected chemotherapy regimens are sometimes used concurrently with radiation 
therapy. There is no evidence that concurrent treatment results in better outcome, and there is an 
increased chance of toxic effects, especially with anthracyclinecontaining regimens. 
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Recommendations: 
• Women who undergo BCS should be advised to have postoperative breast irradiation.Omission of radia-

tion therapy after BCS increases the risk of local recurrence. 
• Contraindications to breast irradiation include pregnancy, previous breast irradiation (including mantle 

irradiation for Hodgkin’s disease) and inability to lie flat or to abduct the arm. Scleroderma and sys-
temic lupus erythematosus are relative contraindications. 

• A number of different fractionation schedules for breast irradiation have been used. Although the most 
common fractionation schedule in Canada to date has been 50 Gy in 25 fractions, recent data from a 
Canadian trial demonstrate that 42.5 Gy in 16 fractions is as good as this more traditional schedule. 

• Irradiation to the whole breast rather than partial breast irradiation is recommended. 
• There is insufficient evidence to recommend breast irradiation with brachytherapy implants or intraop-

erative radiation therapy. Further evaluation of these treatments in randomized trials is required. 
• Additional irradiation to the lumpectomy site (boost irradiation) reduces local recurrence but can be 

associated with worse cosmesis compared with no boost. A boost following breast irradiation may be 
considered in women at high risk of local recurrence. 

• Physicians should adhere to standard treatment regimens to minimize the adverse effects of breast irra-
diation. 

• When choices are being made between different treatment options, patients must be made aware of the 
acute and late complications that can result from radiation therapy.  

• Breast irradiation should be started as soon as possible after surgery and not later than 12 weeks after, 
except for patients in whom radiation therapy is preceded by chemotherapy. However, the optimal in-
terval between BCS and the start of irradiation has not been defined. 

• The optimal sequencing of chemotherapy and breast irradiation is not clearly defined for patients who 
are also candidates for chemotherapy. Most centres favour the administration of chemotherapy before 
radiation therapy. Selected chemotherapy regimens are sometimes used concurrently with radiation 
therapy. There is no evidence that concurrent treatment results in a better outcome, and there is an in-
creased chance of toxic effects, especially with anthracycline-containing regimens.  

• Patients should be offered the opportunity to participate in clinical trials whenever possible. 
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3.6 ALTERNATIVE AND COMPLEMENTARY THERAPIES 
The term ‘alternative therapies’ is ‘used loosely to describe anything outside the orthodox circle of surgery, 
radiation and chemotherapy’.134 It includes different approaches which operate in the ‘hope that we can 
boost the immune system through a mind-body connection. ...…… 
Complementary therapies ….. 
In 1993, Australians spent an estimated AU$309 million per year on alternative therapists and AU$621 
million per year on alternative therapies, which far exceeds the patient contribution of AU$360 million to 
standard pharmaceuticals for 1992/93.137 
The main reasons for using alternative therapies given in the Begbie et al. study138 were: 
• new source of hope (49 per cent of users of alternative therapies); 
• preference for natural therapy (40 per cent); 
• impression that it is a non-toxic therapy (37 per cent); 
• supportive alternative practitioner (29 per cent); 
• desire to try something different (23 per cent); and 
• a sense of greater personal involvement (14 per cent). 
The main therapies used were: 
• relaxation/meditation (59 per cent of users of alternative therapies); 
• diet therapy (57 per cent); 
• megavitamins (43 per cent); 
• positive imagery (44 per cent); 
• faith/spiritual healing (30 per cent); 
• naturopathy (27 per cent); 
• immune therapy (17 per cent); 
• homeopathy (16 per cent); and 
• acupuncture (11 per cent). 
……… 
Effectiveness 
…… 
Safety 
Many alternative therapies requiring changes in diet should be safe, although diets ……… 
    
Table 4: Potentially dangerous alternative therapies in women with advanced breast cancer  
1. Taking calcium (with or without vitamin D) for bone disease may exacerbate hypercalcaemia. 
2. Anaemic women receiving blood transfusions who take iron and vitamin C may develop iron overload. 

Anaemia in women with advanced breast cancer is usually due to the ‘anaemia of chronic disease’, to 
infiltration of the bone marrow by cancer cells or as a side effect of chemotherapy. It is almost never 
caused by iron deficiency. Iron overload damages cardiac muscle, as well as liver and pancreatic func-
tion. 

3. Vitamin C may exacerbate the toxicity of methotrexate. 
4. Some diets recommended for treatment of cancer, such as the beetroot diet, the grape diet and the Ger-

son diet, may be nutritionally inadequate.160,161 
5. The frequent use of enemas (such as coffee enemas or high colonic washouts) can cause electrolyte 

imbalances.162 
  

Cost 
It seems that many alternative therapies are inexpensive. In the study by Begbie et al., the median annual 
cost was AU$530.138 ……… 
Discussing alternative therapies 
These three issues need to be explored with all women with breast cancer who use alternative therapies. 
However, …… 

�
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3. 5 CLINICAL TRIALS 
Improvements in the management of women with advanced breast cancer come from evidence gained from clinical 
trials. As far as possible, these guidelines are based on such evidence, but many questions remain unanswered. It is 
important that women with advanced breast cancer be offered the chance to participate in clinical trials suitable to their 
particular situation. It is estimated that less than five per cent of women with breast cancer participate in clinical trials.12 
Clinical trials usually involve the testing of new treatments, or of new indications for treatments established for other 
indications. The development of a new treatment involves progression through three phases of clinical trials:  
• Phase I trials are designed to evaluate the relationship between dose and toxicity, and aim to establish a tolerable 

schedule of administration. They usually include only small numbers of patients who have already received the 
standard treatments for their condition. 

• Phase II trials are designed to screen new treatments for their antitumour effects, in order to identify those worthy 
of further evaluation. In phase II trials, a series of patients with particular types of cancer receive the new treatment 
to determine the proportion in whom the tumours shrink. If this proportion of patients responding compares fa-
vourably with other available treatments, then the usefulness of the treatment in patient management is assessed in a 
phase III trial. 

• In phase III studies, patients are randomly allocated to receive either the new treatment or the best available stan-
dard treatment. Ideally the two arms of treatment should be indistinguishable, so if possible an inactive placebo is 
used to mask the standard treatment arm. This is rarely possible in trials of chemotherapy drugs, because of their 
side effects. Phase III trials often include large numbers of patients from many hospitals. They may beconducted 
through national and international collaborations, for example under the auspices of the Australia and New Zealand 
Breast Cancer Trials Group or the International Breast Cancer Study Group. For more information on the different 
types of clinical trials, see Appendix F. 

In Australia clinical trials must be approved by an Institutional Ethics Committee (which might be known as an Institu-
tional Review Board or a Research and Ethics Committee). Women must be provided with relevant and complete infor-
mation about the trial protocol and provide their written consent before they take part. Entry into a trial must be entirely 
voluntary and refusal to enter a trial or a decision to withdraw later without giving a reason must not affect the woman’s 
relationship with her treating practitioner. 
At all times, medical practitioners must treat the woman in her best interests. This means that she should only be offered 
participation in a clinical trial if the best available evidence suggests that the treatments being tested are likely to be at 
least as effective as the best standard treatment. It also means that if during a trial the treatment appears to be detri-
mental, she must be withdrawn from the trial and offered alternative treatment appropriate to her condition at the time. 
An individual woman may benefit from taking part in a clinical trial. Indirect evidence suggests that patients who par-
ticipate in clinical trials have better outcomes than similar patients given similar treatment outside the context of a trial 
(Level III).130-132 This may be due to patient selection, closer monitoring and supervision, earlier identification and 
treatment of complications or better compliance. 
Participation in clinical trials gives the woman access to new treatments before they become generally available. Many 
women are pleased with the prospect of improving knowledge about their disease and treatment. 
Many oncologists participate in clinical trials. Information about trials currently being conducted in Australia may also 
be found on the National Breast Cancer Centre’s home page (http://www.nbcc.org.au). 
There are a number of issues relevant to women participating in clinical trials, that may need to be addressed 
at the time that requests for participation are made. Women need to know: 
• that the trial will be conducted properly; 
• that the trial will give useful results; 
• that their refusal to participate in a trial will not compromise their treatment; 
• that their doctor is not putting his or her own research interests before patient care; 
• enough information to be able to give informed consent to participate or refuse to participate; 
• how to decide whether or not to participate at a time when they are adjusting to the diagnosis or new development 

and considering treatment options; 
• the costs and benefits to themselves of taking part in a trial; and 
• what what will happen during the course of the trial. 
 1 

Guideline  Level  Reference 
There is indirect evidence that women who participate in clinical trials have better  III  130-132 
outcomes than similar women given similar treatment outside trials.  
It is appropriate for clinicians to discuss participation in clinical trials with women. 
 1 
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CHAPTER 5  THE MANAGEMENT OF LOCO REGIONAL RECURRENCE 
Although this chapter specifically focuses on the management of locoregional recurrence, the reader is also direc-
ted to subsequent chapters which contain information that is also relevant to the management of this condition 
(Chapters 7–11). 
Locoregional recurrence following mastectomy 
…. 
Diagnosis 
…. 
Treatment 
…. 
Prognosis 
…. 
Key point  Level  Reference 
Five-year survival for women with locoregional IV  211 
recurrence after mastectomy is 34–64 per cent 
 
Guidelines  Level  Reference 
Complete excision of locoregional recurrent macroscopic disease allows III  205 
more effective radiotherapy and improves local control. Radiotherapy  
should be administered to the entire chest wall and draining nodal areas  
if they have not been previously irradiated. 
If the local recurrence is too extensive for excision with primary closure, IV  206 
radiotherapy should be used as an alternative to surgery, ashigh rates of  
complete response can be achieved with radiotherapy alone. 
 
Locoregional recurrence following breast conservation 
…. 
Diagnosis 
…. 
Treatment 
…. 
Prognosis 
…. 
Key point  Level  Reference 
After conservative surgery and radiotherapy, local recurrence occurs II  14, 219, 220 
at the rate of about one per cent per year for the first decade. 
 
Guidelines  Level  Reference 
Local recurrence after breast conservation may be a marker for associated systemic III  215, 216 
disease, although to a lesser degree than local recurrence after mastectomy. 
Mastectomy is the standard treatment for locoregional recurrence after a III  222, 224 
primary treatment for breast conservation to attain locoregional control. 
 
Systemic therapy after locoregional recurrence 
 
Guideline  Level  Reference 
Systemic therapy may improve disease-freesurvival after local therapy for 
locoregional recurrence: 
• tamoxifen  II  225 
• chemotherapy  III  217 
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Use of Bisphosphonates in Women with Breast Cancer 
Practice Guideline Report #1-11 (Version 2.2002) 
 
Recommendations 
• Women with breast cancer who have bone metastases should be offered treatment with oral clodronate 

or intravenous pamidronate. 
• An exception may be patients with a short expected survival (i.e., less than six months), who have well 

controlled bone pain. 
• Patients who have difficulty tolerating oral medications (e.g., those with nausea/vomiting or esophagi-

tis) should be offered intravenous pamidronate. 
• Intravenous zoledronate is an alternative to pamidronate when a shorter infusion time (15 minutes) is 

important. 
• Intravenous clodronate has not been examined for its ability to reduce morbidity from bone metastases 

with long-term use. When clodronate is used for this purpose, the oral route is recommended. 
• In patients with bone metastases and pain, treatment with pamidronate, zoledronate, or clodronate may 

be a useful adjunct to conventional measures for pain control. 
• Bisphosphonates are not recommended to prevent bone metastases or improve survival in women with 

locally advanced breast cancer or non-skeletal metastases. 
• Current evidence is insufficient to support the use of bisphosphonates as adjuvant therapy to either 

prevent skeletal events or improve survival in women with early-stage breast cancer. 
Qualifying Statements 
• There is no evidence from clinical trials that address the optimal duration of bisphosphonate use. 
• There are no data on the efficacy of bisphosphonates in men with breast cancer, but men have partici-

pated in randomized trials of bisphosphonates for multiple myeloma. Since there is no evidence to sug-
gest that the benefit detected in multiple myeloma trials is gender specific, it is reasonable to recom-
mend the use of bisphosphonates in men with breast cancer that is metastatic to bone. 
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Spinal cord compression 

This is a medical emergency and urgent multidisciplinary management is advisable. Patients who are known 
to have bony metastatic disease and their carers should be warned about the possibility of, and educated 
regarding the early symptoms of spinal cord compression. Patients should be encouraged to notify their 
doctor of such symptoms as soon as possible. Primary medical carers should also be aware of the risks of 
spinal cord compression and paraplegia and the importance of prompt action. Symptoms suspicious of spinal 
cord compression should be investigated in the absence of signs. 

If spinal cord compression is suspected, whether on symptomatic or clinical grounds, the investigation of 
choice is MRI scan.267 This is non-invasive and the precise level or levels of cord compression can be ascer-
tained.  
If this is not available, then plain X-rays and CT myelogram should be used (Level IV).268  

Dexamethasone should be started on suspicion of spinal cord compression and while awaiting assessment.269 
Patients presenting with suspected spinal cord compression should be reviewed as early as possible by a 
radiation oncologist and considered for review by an orthopaedic surgeon or neurosurgeon with an interest 
and expertise in spinal problems. Radiotherapy is the treatment of choice in most patients.  

Surgical intervention should be considered in the following situations: 

• solitary vertebral compression in a patient without previous diagnosis of malignancy; 

• solitary vertebral compression in a patient with a long disease-free interval; 

• pathological fracture or dislocation causing compression; 

• progressive disease while on radiotherapy or in previously irradiated site. 

The surgical approach should be dictated by the position of the tumour within the vertebra, so that for a 
disease involving the vertebral body, a lateral or anterior approach is recommended rather than a laminec-
tomy. Following surgery, radiotherapy is indicated (Level III).270 

When surgery is not considered appropriate, radiotherapy should be started immediately. Radiotherapy is 
considered as equally effective as surgery in achieving symptomatic relief (Level III).271 Patients who are 
ambulatory and retain bladder or bowel function before the commencement of radiotherapy have the most 
favourable neurological outcome (Level III).271,272 

Key point 

Spinal cord compression is a medical emergency and urgent multidisciplinary management is advisable. 

Guidelines  Level  Reference 

Treatment of spinal cord compression with radiotherapy is considered III  271 
as equally effective as surgery in achieving symptomatic relief. 

Radiotherapy is recommended following surgical treatment of III  270 
spinal cord compression. 

Patients with spinal cord compression who are ambulatory and retain III  271,272 
bladder or bowel function prior to the commencement of radiotherapy,  
have the most favourable neurological outcome. 
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SPECIAL PROBLEMS OF ADVANCED BREAST CANCER 
Guidelines  Level of  Reference  Chapter 
 evidence 
29.  Treatment of spinal cord compression with radiotherapy is considered  III 271  7 
  as equally effective as surgery in achieving symptomatic relief. 
30.  Radiotherapy is recommended following surgical treatment of   
  spinal cord compression. 
31.  Patients with spinal cord compression who are ambulatory and retain  III 270  7 
  bladder or bowel function prior to the commencement of radiotherapy, 
  have the most favourable neurological outcome. 
32.  Intravenous pamidronate lowers serum calcium with in one to four days, III 271, 272  7 
  and may be more effective than intravenous clodronate in severe cases. 
33.  Maintenance therapy with monthly intravenous pamidronate or daily oral  II 273  7 
 clodronate reduces the number of episodes of malignant hypercalcaemia  
 in women with bony metastases.  III  279  7 
34.  In treating pleural effusion, talc insufflation is superior to medical  II 274  7 
 pleurodesis using either bleomycin or tetracycline. 
35.  Pericardiocentesis under echocardiographic control is a safe and initially III 279  7 
 effective treatment for pericardial effusion. 
36.  The instillation of bleomycin as a sclerosing agent is well tolerated and  IV 281, 282  7 
 significantly decreases recurrence of pericardial effusion. 
37.  Palliative radiotherapy remains the most effective single modality for the  
 treatment of local metastatic bone pain. 
 Various schedules of treatment are used and randomised studies have not  IV 296  7
 shown a marked difference in pain relief from any particular schedule. 
38.  Local control of an isolated supraclavicular fossa recurrence improves survival.  III 316,317  7 
39.  Treatment of choroidal metastases with radiotherapy should be considered,  III 319  7 
 as it can lead to visual improvement and prevent visual deterioration. 
40.  Treatment of cerebral metastases with radiotherapy should be considered,  II 326   7 
 as it leads to improvement in symptoms. 
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SUPPORTIVE TREATMENTS 
Guidelines  Level of  Reference Chapter 
 evidence 
26.  Anthracyclines, alkylating agents and the platinums remain the most II  370, 371  11 
 emetogenic. A schedule including a serotonin antagonist and 
 dexamethasone is recommended prior to their usage. 
27.  When given regularly to women with advanced breast cancer and  I  358  11 
 at least one bony metastasis, bisphosphonates enhance quality of life  
 and reduce bone pain, the need for analgesics, the rate of development  
  of new bony lesions, the incidence of hypercalcaemia and the need for 
 radiotherapy to bony lesions. 
28.  Steroids play an integral role in most chemotherapy anti-emetic IV  386  11 
 regimes, particularly in the case of metastatic disease. 
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o Potential toxic effects of chemotherapy should be fully discussed with patients. 
A major factor in the choice between adjuvant chemotherapy regimens is the patient’s quality of life. Some 
fatigue is common with all chemotherapy regimens. Patients may prefer to take the brief, 3-month AC regi-
mens rather than the 6-month CMF program with the aim of having a briefer period of side effects and re-
ducing disruption of their normal working and family lives. 
CMF frequently causes mild to moderate nausea and vomiting. These symptoms are usually transient an can 
be effectively controlled with medication. With respect to oral CMF, chemotherapy is administered for 84 
days over a 6-month period, so nausea may be more protracted. Four cycles of intravenous AC (1 every 3 
weeks) may cause more severe but briefer nausea and vomiting. 
AC and CEF cause complete but temporary hair loss; oral CMF causes some hair loss in 70% of patients and 
severe loss in 40%. Each of these regimens may cause mild, transient irritation of the mucous membranes of 
the mouth, throat and eyes and, rarely, chemical cystitis.<28> 
….. 
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Clinical practice guidelines for the care and treatment of breast cancer:  
11. Lymphedema 
Abstract: 
Objective: To provide information and recommendations for women and their physicians when making 
decisions about the management of lymphedema related to breast cancer. 
Options: Compression garments, pneumatic compression pumps, massage and physical therapies, other 
physical therapy modalities, pharmaceutical treatments.  
Outcomes: Symptom control, quality of life, cosmetic results. 
Evidence: Systematic review of English-language literature retrieved primarily from MEDLINE (1966 to 
April 2000) and CANCERLIT (1985 to April 2000). Nonsystematic review of breast cancer literature pub-
lished to October 2000. 
Recommendations: 
• Pre- and postoperative measurements of both arms are useful in the assessment and diagnosis of lym-

phedema. Circumferential measurements should be taken at 4 points: the metacarpal–phalangeal joints, 
the wrists, 10 cm distal to the lateral epicondyles and 15 cm proximal to the lateral epicondyles. 

• Clinicians should elicit symptoms of heaviness, tightness or swelling in the affected arm. A difference 
of more than 2.0 cm at any of the 4 measurement points may warrant treatment of the lymphedema, 
provided that tumour involvement of the axilla or brachial plexus, infection and axillary vein thrombosis 
have been ruled out. 

• Practitioners may want to encourage long-term and consistent use of compression garments by women 
with lymphedema. 

• One randomized trial has demonstrated a trend in favour of pneumatic compression pumps compared 
with no treatment. Further randomized trials are required to determine whether pneumatic compression 
provides additional benefit over compression garments alone. 

• Complex physical therapy, also called complex decongestive physiotherapy, requires further evaluation 
in randomized trials. In one randomized trial no difference in outcomes was detected between compres-
sion garments plus manual lymph drainage versus compression garments alone. 

• Clinical experience supports encouraging patients to consider some practical advice regarding skin care, 
exercise and body weight.[A patient version of these guidelines appears in Appendix 2.] 

Validation: An initial draft of this document was developed by a task force sponsored by the BC Cancer 
Agency. It was updated and revised substantially by a writing committee and then submitted for further 
review, revision and approval by the Steering Committee for Clinical Practice Guidelines for the Care and 
Treatment of Breast Cancer. 
…… 
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12 Rehabilitation, menopausal symptoms and complications of local treatment 
….. 
12.1 LYMPHOEDEMA 
Lymphoedema of the arm may occur in women with breast cancer due to lymph node damage caused by 
surgery and/or radiotherapy, or because of obstruction caused by local tumour. The incidence of lymph-
oedema has been cited at between 5% and 38%, depending on treatment combinations.131-135 (See section 9). 
Although there is currently no cure for lymphoedema, it is possible to reduce the size of the arm.  
The most effective management and maintenance Evidence level III comprises multimodal physical therapy 
(skin care, external support, exercise, massage) and  education.136 Diuretics or pneumatic compression 
pumps should not be relied upon. Lymphoedema should be treated at the first sign of swelling, when man-
agement will be more effective. 
 B   All patients undergoing surgery and/or radiotherapy treatment to the axilla should  
       receive pretreatment information on lymphoedema. 
 B   Professionals should be alert to the development of lymphoedema in all patients. 
 B   Patients who develop lymphoedema should be offered prompt assessment and therapy  
       provided by a multidisciplinary team. 
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4.7 COMPLICATIONS OF SURGERY 
..... 
Women should be clearly informed of these potential side effects when treatment options are being dis-
cussed, so they may make an informed decision. 
After either total mastectomy with axillary dissection or breast conservation with axillary dissection, limita-
tion of shoulder movement (particularly abduction and elevation) may occur, usually during the first few 
weeks. Appropriate exercises with or without physiotherapy will usually restore full function. Frozen shoul-
der is a rare complication of these operations. Arm exercises to restore function should be commenced on 
the first post-operative day. 
When axillary dissection has been performed, it is usual to have some sensory loss in the chest wall below or 
posterior to the axilla and in some cases on the medial and posterior aspect of the upper arm. Preservation at 
the intercostobrachial nerve reduces the extent of sensory loss. 
As a generalisation, radical surgery combined with radical radiotherapy to the axilla results in a significantly 
increased risk of late complications such as lymphoedema. The risk of morbidity from combined treatment is 
relatively constant, while the benefits (a reduction in the risk of death and/or a locoregional recurrence) 
increase the higher the risk of recurrence or death. The matter becomes one of individual choice as it is 
obvious that not all women will see these costs and benefits in the same light. 
.... 
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1.2 Communication and Support 
General Principle 
Effective communication and appropriate support are essential components of the care of a woman with breast 
cancer and can influence her quality of life in the diagnostic and treatment phases and during follow-up. 
Guideline 1 
The early development of a successful partnership between the woman with breast cancer and involved health 
professionals is an essential component of good care. 
Key Points: 
• Factors contributing to effective partnership include: 

1. Employing an open friendly approach 
2. Telling the truth at all times 
3. Cultivating a positive attitude towards the problem 
4. Acknowledging the emotional impact of breast cancer (Girgis & Foot 1995) 
5. Allowing adequate consultation time. 

Guideline 2 
An important consequence of establishing effective communication is for the woman to experience a sense of 
choice and control. 
Key Points: 
Every effort should be made to avoid the barriers to effective communication which have been identified by 
women with breast cancer (Women’s Perspective Sub-group Review. NHMRC 1994). These include: 
1. Lack of continuity of care particularly in public hospital settings 
2. Lack of time for adjustment between diagnosis and treatment 
3. Lack of information or inconsistent information 
4. Discussion in front of students 
5. Discussion while lying down or undressed. 
Adequate time should be allowed for explanations and discussion and this may require more than one consulta-
tion. Clear options should be identified. 
The woman should be encouraged to make a choice when she feels adequately informed. (Fallowfield et al 1994, 
Roberts et al 1994). 
A nurse or counsellor with suitable skills should be available to talk to the woman (Maguire 1994). 
The special needs of Maori women should be recognised. 
The needs of women from different cultures and whose first language is other than English should be recognised. 
Guideline 3 
The provision of adequate information about breast cancer and its treatment is an essential part of good care. 
Key Points…. 
Guideline 4 
Breaking bad news to a woman about her breast cancer is a difficult task which should be the responsibility of a 
senior clinician and take place in circumstances that are best for that woman. 
Key Points…. 
Guideline5 
The need for ongoing support should be assessed and appropriate arrangements made. 
Key Points….  
Guideline 6 
There is much evidence that poor communication is a major cause of many of the complaints made by women with 
breast cancer about their doctors. 
Key Points….  
Clinical Comment: 
…….. 
Recommendation 
Effective communication, provision of information and appropriate support should 
be regarded as a central part of breast cancer management. (Level C). 
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Table 2.1: General interactional skills 
The following skills should be considered in any consultation with women with breast cancer: 
Supportive communication 
• Asking the woman if she would like someone to be with her during the consultation 
• Show regard and concern for the woman by using appropriate verbal and non-verbal behaviour, includ-

ing sitting attentively and facilitating the woman’s responses 
• Use verbal and non-verbal behaviours which are appropriate to a woman’s age and cultural background 
• Express empathy and listen actively 
• Allow and encourage the woman to express her feelings (eg crying, talking about concerns, fears, an-

ger, anxieties, etc.) 
• Handle embarrassing or disturbing topics directly and sensitively. 
Delivering medical information in plain English 
• Assess a woman’s understanding before providing additional information 
• Explain difficult terms and avoid medical jargon 
• Use explicit categorisation (provide information clearly grouped in specific topics). 
Strategies to aid recall and understanding 
• Actively encourage questions and seek understanding 
• Make use of simple diagrams and pictures where appropriate 
• Repeat and summarise important information 
• Reinforce important information by using one or more of the following aids: 
  – Writing down relevant information 
  – Taping the consultation as needed and if wanted 
  – Sending the woman a summary letter as follow-up. 
Ongoing support 
• Assess the woman’s level of family or social support 
• Provide the names and contact details of relevant persons or organisations to obtain more information 
• Refer to a specialist breast nurse or other relevant professional for support as required. 
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Table 3.1B:  
Support interventions that can improve the emotional wellbeing of women with breast cancer.* 
Type of intervention  Description  Research 
Professionally-led group  Places emphasis on sharing of  Level I19 

 experiences among patients with  Level II121–128 

 a comparable stage of disease.  Level III129 

 Can use cognitive behavioural or 
 supportive psychotherapy. 
Family Enhances  improved communication, cohesion and Level IVa130,131 

 conflict resolution within the family system,  
  including the needs of children. Can use cognitive 
 behavioural or supportive psychotherapy. 
Couple  Targets problems and issues within the Level II117,132,133 

 couple relationship. Can use cognitive Level III134 

 behavioural or supportive psychotherapy. 
Complementary approaches Complementary therapies may include  Level II121 

 art therapies (eg music, painting, reading  Level IVa135 

 and poetry), wellness programs, etc. 
Peer support or self-help Supportive groups of women who have  Level III118–120 

groups  had breast cancer themselves, but run 
 without professionals. 
Telephone counselling  Provides geographically-isolated patients  Level II136 

 with an opportunity for cognitive behavioural Level IVa137 

 or supportive psychotherapy interventions. 
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Providing psychological care – Chapter 3.2 
 Level  Reference 
A variety of psychological interventions, including involvement  I  19  
in group support, reduce psychological distress. However,  
greater beneficial effects are observed when therapies are longer  
and conducted by more highly trained therapists  
Depression in women with breast cancer can be managed by  I  17 
incorporating a combination of supportive psychotherapy,  
cognitive and behavioural techniques, and pharmacotherapy  
In cases of anxiety, cognitive and behavioural techniques  I  17, 18 
(eg muscle relaxation and imagery) are effective treatment options.  
However, when anxiety or panic impedes or complicates treatment, 
prompt assessment from a psychiatrist or clinical psychologist may be required 
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1. 6 THE EFFECT ON THE FAMILY 
The impact of breast cancer may be profound not only for the woman affected, but also for her family.81 

Family members of newly diagnosed cancer patients report high levels of concern and psychological distress 
(Level IV),82 and for spouses of women with breast cancer the level of distress are comparable to the 
woman’s (Level IV).83 The impact on children depends on their developmental stage, and there is a need for 
each member of the family to have information appropriate to their level of understanding (Level III).84 
Family reactions play a key role in the coping of the woman, and promotion of more open communication 
and expression of feelings is generally helpful in adjustment (Level III).81 Lack of support from family and 
friends may be associated with poorer emotional adjustment (Level III; Level IV).85-90 Furthermore, not all 
women are members of a traditional family unit. For these reasons, it is important that key supportive rela-
tionships are identified for these women.91-93 In some instances, the family or individual members may bene-
fit from referral for counselling.  
(For further information refer to: NHMRC iSource National Breast Cancer CentrePsychosocial clinical 
practice guidelines: providing information, support and counselling for women with breast cancer, 2000).94 

�



��	��	
	�
������	
����	��������������	
���� �  "#�

�� � � �
� � ����

��������
B%+
������	�
.	���D�����


��� ��2�F�L�K6$���6��	�����	
	����?����	����B	0��	
�6�Z�7�+8[�

(B6��AG���4�A�	���B����B=�0	���
������	�
�B
0�0	��?6$��	6����J���6�B
��0���(
���-�	��
��	
����
��
�A	�07�

3.6 Support in palliative care 
Impact on the family 
The diagnosis of recurrence of disease has been shown to impact negatively on marital and other relation-
ships (level IVa ).246 Some women may feel their partner fails to appreciate the devastating impact of disease 
progression, thus failing to meet their needs (level IVa ).240 Many families may be even more distressed by 
the diagnosis than the woman (level III ),247 and some family members may avoid discussion about recur-
rence of disease or dying because they are uncertain about what to say. 
Families play a major role in the woman’s coping with breast cancer and open communication styles and 
expression of feelings generally facilitate adjustment (level III ).248 There is no evidence that being upset will 
worsen the prognosis, in fact, there is evidence that expression of feelings may improve adjustment  
(level II ).39 Therefore, women should be encouraged, where possible, to express fears and feeling and main-
tain open communication with her family and friends. 
A review commissioned by the National Breast Cancer Centre,249 for the development of the Advanced 
Breast Cancer Guidelines,22 found that there is little specific evidence regarding the impact on children of 
women with advanced breast cancer . Most studies relate more generally to children of a parent with cancer. 
This review, available from the National Breast Cancer Centre, identifies the following key issues 
• the child’s developmental age is a major factor affecting adjustment to his/her mother having cancer; 
• younger children are often concerned with the disintegration of the family, and are worried about the 

vulnerability of the well parent (level IVa ) 250; 
• guilt about their own possible contribution to parental illness (level IVa )251; 
• for adolescents, disruption to social networks and leisure activities and increased domestic responsibili-

ties are prominent issues (level IVa )252; adolescent daughters of women with breast cancer are particu-
larly emotionally vulnerable (level III );253 (level IVa ).254 This vulnerability may relate in part to identi-
fication with their mother, and changes in role expectation; and parents coping with cancer may fail to 
recognise emotional distress in their children (level IVa ),254 further, some research reports that children 
perceive that their families offer them little support (level IVa ).255 

Families may benefit from being informed about support services and groups that can provide practical 
assistance, support and counselling. Information on local services for families can be obtained from the 
Cancer Information Service, the Breast Cancer Support Service, and hospital social workers. 
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18 The role of the voluntary sector 

Many patients choose to access support and information from the voluntary sector organisations either in 
addition or in preference to health professionals.212 

 C  Patients should be made aware of voluntary services dealing with breast cancer and the  
 range of information available from such organisations. 

18.1 VOLUNTEERS AND SUPPORT GROUPS 
When health professionals utilise the services of volunteers it is essential that the 
volunteers are adequately trained and supported to provide the service being requested 
of them. Support groups can play an important process in the emotional recovery of 
the breast cancer patient.213-215 

 C  Information on local cancer support groups should be made available to patients, their  
  partners and families. 

 C  Groups recommended by clinical staff should have input from health professionals. 
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CHAPTER 7 FOLLOW-UP 
The follow-up procedures for women treated for breast cancer have evolved over time362 with little data363 to validate the 
procedures employed. Surveys indicate that the majority of recurrences are detected in the context of signs or symptoms, 
and that a small percentage are detected in the asymptomatic phase.  
It is desirable that follow-up procedures are defined to achieve specified outcomes in a cost-effective manner. Women 
need to be informed of the goals of follow-up. It should be reinforced that there is no evidence that intensive follow-up 
improves survival. It is important that women understand the risks of recurrence of disease, and that new symptoms 
should be assessed in the light of this. 
The national goals of follow-up include: 
• the early detection of local recurrence 
• screening for a new primary breast cancer 
• detection of treatment-related toxicities 
• provision of psychosocial support 
• identification of family history 
The following discussion examines each of these goals, their utility to the patient and the data supporting them. 
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WHO SHOULD PERFORM THIS FOLLOW-UP? 
With the involvement of various specialists as well as the GP in the treatment of an individual woman, it is important 
that follow-up be coordinated to ensure patients are not subjected to an excessive number of visits. 
Each treating team should develop a protocol which will result in rational follow up procedures and provide information 
regarding the outcomes of particular treatment programs. For example, this may include alternating visits every six 
months between treating doctors in the first two years so that women see one or other specialist each three months. 
In some parts of Australia, follow-up of people with cancer is the responsibility of the GP. Under such circumstances, it 
is essential that the medical practitioner is aware of an appropriate schedule of follow-up, such as that described in these 
guidelines. The minimal requirement for regular follow-up of a primary breast cancer is a clinical review every three 
months for the first year, then six monthly to five years, then an annual review thereafter (see Table 7). A UK random-
ized controlled trial with an 18 month follow-up, in which women received routine follow-up either in hospital or in 
general practice, found that general practice follow-up of women with breast cancer in remission is not associated with 
increase in time to diagnosis, increase in anxiety or deterioration in health-related quality of life.377 
It is essential that the woman’s current GP is kept informed of the outcome of visits and of any investigations under-
taken. To ensure adequate audit, it is recommended that all involved clinicians be informed of each others’ activities. 
Some women will change doctors over the many years of follow-up. It is essential that sufficient details of her medical 
history are available to ensure continuity of care. 
Women should be aware that they will have mammography as part of their follow-up and that they do not need to re-
spond to invitations from Breast Screen Australia. 
Table 7: Recommended follow-up schedule183,365,366  
 1–2 years  3–5 years  After 5 years 
History and examination  every three months  every six months  very year 
Mammography  at 6–12 months after  every year  every year 
(and ultrasound if indicated) radiotherapy 
   or conserved breast 
Chest X-ray    
Bone scan   __________________________________only if clinically indicated 
blood count and   
biochemistry      
Not every clinician involved in the care of a woman will be closely involved in her follow-up. Symptoms should be assessed as they arise. 

Women with early breast cancer should also be advised not to neglect other aspects of their health care. 
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Abstract  

Objective: To help health care professionals develop optimal strategies for managing the chronic pain 
caused by breast cancer.  

Outcomes: Pain relief, absence of adverse effects, good quality of life.  

Evidence: Systematic review of the literature up to December 2000, with nonsystematic coverage to May 
2001.  

Recommendations:  
• There are many reasons why a patient with breast cancer may experience pain. Identifying the cause 

and understanding the pathophysiology can lead to more effective management.  
• The nature and severity of pain should be carefully evaluated using the history and physical, psychoso-

cial and emotional assessments. Adequacy of pain relief should be evaluated regularly.  
• The patient’s self-report of pain intensity is the primary source of assessment data in all initial and 

subsequent evaluations.  
• The development of a comprehensive, effective pain-management plan includes the education and 

involvement of the patient and family, together with an interdisciplinary team approach.  
• The first objective in the management of pain is to identify the cause and treat it whenever feasible.  
• The first priority of treatment is to control pain rapidly and completely, as judged by the patient. The 

second priority is to prevent recurrence of pain.  
• Analgesic medication should be administered on a regular schedule, around the clock, with additional 

doses for breakthrough pain when necessary.  
• When drug therapy is necessary, the World Health Organization’s 3-step approach to the use of analge-

sics is recommended. The severity of the individual’s pain will determine at which step the treatment 
regimen is commenced.  

• The oral route should be the first choice for opioid administration. If the oral route fails, transdermal or 
rectal administration should be considered. When parenteral administration is necessary, the subcutane-
ous route is the first choice. Intramuscular administration of opioids is not recommended.  

• Accurate conversion with careful observation and titration are required when switching from one opioid 
to another.  

• When switching from long-term oral use of morphine or hydromorphone to parenteral use, a ratio of 
2:1 should usually be used.  

• After initiating opioid therapy or making any change in dose or route of administration, the dosage 
should be evaluated after approximately 24 hours.  

• Tolerance to opioids is not common and must not be confused with addiction. Physical dependence to 
opioids is common and is not a symptom of addiction.  

• Adjuvant analgesics should be administered, when necessary, with an opioid or nonopioid analgesic.  
• Nonpharmacological measures such as psychosocial interventions, physical modalities and complemen-

tary therapies may offer relief.  
• Neuroinvasive procedures can be considered when all other interventions have failed. �

�
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3.7 PALLIATIVE CARE 
The palliative approach is the application of good symptom control in association with particular attention to the 
psychological, social and spiritual wellbeing of the person and her family/carers.163 
It is expected that all women with advanced breast cancer will be offered the palliative approach, and that some 
will take up the offer of palliative care. Palliative care may be provided in a variety of ways. Most palliative care 
is provided by the existing network of carers, coordinated by either the GP or the treating oncologist. The person 
coordinating care draws on the expertise of others already caring for the woman and may, where possible, draw on 
other health professionals as their particular expertise is needed. The palliative care team should be encouraged to 
communicate with those clinicians who have ongoing contact with the woman. 
In some cases, particularly the more complex ones, palliative care is provided by specialist palliative care teams. 
Specialist palliative care teams should be particularly considered when the woman with advanced breast cancer 
has many and complex needs. A systematic review of the evidence for palliative care found that specialist palliat-
ive care services had improved patient outcomes in relation to patient satisfaction; the proportion of patients being 
cared for in their place of choice; family satisfaction; control of pain; symptoms and family anxiety (Level I).164

 

  

Guideline  Level  Reference 
Specialist palliative care services improve patient outcomes in relation I  164 
to patient satisfaction, patients being cared for in their place of choice,  
family satisfaction, and control of pain, symptoms and family anxiety. 
  

Although no data are available specifically for women with breast cancer, nor for all types of palliative care ser-
vices, an idea of the scope of services in Australia can be gleaned from a paper reporting that 56 per cent of people 
who died of cancer during 1990 received care from a hospice service..165 
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CHAPTER 10 MANAGEMENT OF PAIN 
According to WHO guidelines,354 more than 70 per cent of people with terminal cancer experience pain.  
Except in rare cases, cancer pain should be controllable. 

General principles 

Prompt recognition of the presence of pain is required. This involves: 
• direct questioning of patient and family; and 
• indirect observation of facial expression, movement and gait. 
Health professionals need to acknowledge the psychosocial, cultural and spiritual influences on pain perception, 
including fears that the pain may be uncontrollable, that it is inevitable, that it will continue, and that it will get 
worse. Fear of analgesics, particularly opioids, may contribute to a patient’s reluctance to report cancer pain.355 
Pain needs to be accurately assessed and diagnosed, as not all pains are due to cancer. While acknowledging the 
subjective nature of the pain experience, measurement of pain with a visual analogue scale or a numerical rating 
scale (0–10) assists in objectifying the intensity of pain. 
Comprehensive pain assessment involves: 
• a detailed history, including pain intensity, location, quality, time course; 
• physical examination; 
• a psychosocial assessment; 
• investigations to confirm the diagnosis, although these will vary according to the woman’s condition; and 
• contribution from various members of the multidisciplinary team, 

according to their perspective and skills.356,357 
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Pain may be the presenting symptom of an oncological emergency such as: 
• fracture; 
• spinal cord compression; 
• brain metastases; 
• infection; 
• venous thromboembolism; and 
• bowel obstruction. 
These specific diagnoses need to be considered and appropriately treated.357 Treatment of the cancer with radiotherapy 
(Level I),301 chemotherapy, hormonal therapy or bisphosphonates (Level I)358 will often provide the best long-term 
pain relief, but analgesia will be required in the interim even where such options are available. 
…. 
Analgesics for cancer pain 
…. 
Morphine for cancer pain 
…. 
Coanalgesics 
….. 
 1 

Guideline  Level  Reference 
Oral analgesics are the mainstay of pain relief in patients with cancer. I  359 
Strong opioids are safe and effective for moderate to severe pain. 
Analgesia should be taken regularly at prescribed times, rather than on IV 360 
an as-needed (prn) basis. Prn analgesics for chronic pain should  
be reserved for breakthrough pain only. 
Radiotherapy plays a major role in the management of acute cancer pain. I  301 
The regular use of laxatives should be considered in conjunction with the IV  364 
administration of analgesics, preferably before constipation develops. 
Bisphosphonates have a role in the treatment and prevention of bone I  358 
pain in breast cancer. 
Non-steroidal anti-inflammatory drugs (NSAIDS) have a role in the II  369 
treatment of inflammatory or bone pain. 
Epidural, intrathecal and intracerebroventricular opioids are often effective I  363 
in treating acute pain that is not controlled with conventional treatment. 
 1 
 
 

Table 9: Common cancer pain treatment options 
Type of pain First line analgesic Second line analgesics Other modalities apart 

from analgesics 
Oral ulceration 
mucositis 

• aspirin 
• paracetamol 
• topical or local anaes-

thetic 

• opioids • treat thrush or  
other infections 

Ulcerating skin • aspirin 
• paracetamol 
• opioids 
• NSAIDS 

• corticosteroids • palliative 
• palliative surgery 
• chemotherapy  
• topical metronidazole 
• treat infections 
• debridement, dressings 
• irrigation 

Bony metastases 
 

• aspirin 
• paracetamol 
• opioids 
• NSAIDS 

• opioids 
• corticosteroids 

• radiotherapy 
• chemotherapy 
• hormonal manipulation 
• ortopaedic surgery 
• biphosphonates 
• strontium 89 

Liver capsule 
distension......... 

• NSAIDS 
• corticosteroids 

• opioids • radiotherapy 
• chemotherapy 

........    
Further information on pain management can be obtained from the National Health and Medical 
Research Council. Acute pain management: scientific evidence. Canberra: AusInfo,1999. 
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4. 8 THE ECONOMICS OF LOCOREGIONAL THERAPY 
Breast conserving treatment is more expensive than mastectomy—three times as expensive in one study257—
because of the need for radiotherapy to prevent local recurrence.257,258 However, these studies do not include 
the cost of reconstruction after mastectomy, which may tend to equalise the cost.  
While mastectomy may be the lower cost option in monetary terms, quality of life is an important factor in 
the cost/benefit equation. If a woman believes that her quality of life will be improved by choosing one 
treatment instead of another, that choice confers a benefit and should, where possible, be met.259 
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6 . 8 THE ECONOMICS OF SYSTEMIC ADJUVANT THERAPY 
The treatment of women with node-positive, pre-menopausal breast cancer with systemic adjuvant chemotherapy 
is considered to be one of the most cost-effective interventions in contemporary medical practice.357, 358 It has been 
estimated to cost US$1000 per QALY (quality adjusted life year). 357 
However the use of chemotherapy for node-negative women, who generally have a lower risk of dying from 
breast cancer, is more controversial.257, 357,359,360 While treatment of these women is also beneficial, it is relatively 
expensive per life prolonged or saved. It has been estimated to cost about US$50,000 per QALY.357 
As well, data to determine which node-negative women will benefit from chemotherapy are not available. With 
increasing use of screening mammography, the proportion of women with uninvolved axillary nodes is likely to 
rise.360 Financial considerations become more important when considering the use of tamoxifen. Using data from 
the Oxford overview, it has been suggested that tamoxifen provides reasonable value for money in the treatment 
of women with early breast cancer.361 Considering tamoxifen’s minimal toxicity, one of the main disadvantages in 
treating women whom it will not benefit is monetary. 
Overall, data concerning toxicities and impairment of quality of life during systemic adjuvant therapy are insuffi-
cient to allow a true estimate of the cost of toxicity from chemotherapy and time lost from work or other important 
parts of life.257 
The out-of-pocket expenses associated with adjuvant chemotherapy incurred by women with or without private 
health insurance are discussed in the Centre’s publication Out-of-pocket expenses incurred by women for diagno-
sis and treatment of breast cancer in Australia (1999).259 
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2. 5 ECONOMIC IMPACT 
Advanced breast cancer has a substantial economic impact on women and their families, and on agencies which 
fund health and community care services. These costs comprise both the direct costs of treatment (medical and 
hospital services, drugs and so on) and the indirect costs associated with work and leisure time lost due to illness. 
Clinicians should be aware that worries about having to relinquish employment and subsequent financial burdens, 
including medical costs, may affect the coping ability of both the woman and her family. The available evidence 
on the costs associated with advanced breast cancer is confined to estimates of the direct costs; these are poorly 
understood but appear to be several orders of magnitude greater than those of early breast cancer. 
In one Australian study, the direct costs of treatment for women with breast cancer detected at a late stage (stage 
IV on the TNM staging system) and who subsequently died were predicted to be in excess of AU$20,000 (1987–
88 prices). 5,96 These costs were about five times higher than the treatment costs for women with breast cancer 
detected at an early stage (stage 0 or stage I).  
Another Australian study of the costs of treatment of recurrent breast cancer found the predicted cost of a fatal 
recurrence of breast cancer of median duration (15.7 months) to be AU$10,575 (1988 prices).97 This includes only 
the cost of treatment of the recurrent disease and hence excludes the cost of surgical and other treatment for pri-
mary disease. This compares with an estimate of the cost of treatment of breast cancer from the onset of advanced 
disease until death of AU$14,415 (1991 prices). 98 
These Australian estimates are comparable with those from a similar study in the UK.99 However, in the United 
States the cost of breast cancer treatment from diagnosis to death in a group of women aged 65 or over at diagno-
sis has been found to be in excess of US$50,000 (1990 prices). 100 
These estimates of treatment costs do not include any allowance for the costs of any home care. Home care can be 
provided by professionals or can take the form of informal care by relatives, friends, neighbours and volunteers. 
The costs of home care can be substantial. One study of the cost of home care for women with advanced breast 
cancer in the Netherlands estimated the average cost of such care to be about $4,700 (1987 prices), with more than 
half these costs incurred in the month before death.101 
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Costing issues 
A review of the existing literature on the economic evaluation of advanced breast cancer treatment was undertaken 
and a section on economic impact incorporated into the body of the guidelines. The available evidence on the 
costs of advanced breast cancer is confined to estimates of the direct costs of treatment, and does not include 
indirect costs such as loss of work and leisure time due to illness. However, the estimates of direct costs of treat-
ment, do not include home care components, which can be a significant part of the total cost of advanced breast 
cancer treatment. 
Nevertheless, while the results cannot be generalised to the whole costs incurred to women, the information gives 
some indication as to where further research in the Australian setting may be worthwhile and is therefore included. 
Comparisons are also drawn with studies of economic impact issues arising from other countries. 
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3. Mastectomy or lumpectomy? The choice of operation for clinical stages I and II breast cancer  
….. 
Since BCS with radiotherapy results in equivalent survival to mastectomy, the choice between them can be exer-
cised on other grounds. The advantage of BCS is that it conserves the breast. The disadvantage is the need for 
radiotherapy, which in addition to being time-consuming may also be logistically difficult and costly if the patient 
lives far from the treatment facility. Radiotherapy may also cause adverse effects such as swelling, pain, skin 
pigmentation and fibrosis of the breast (see guideline 6). 12,13 
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Table 1 
BREAST CLINIC 

Quality objectives Outcome measures 
To ensure ease of referral to the Breast Unit The breast unit must inform GPs of how patients can be referred for 

rapid assessment. This includes patients already under the care of 
the Breast Unit such as those with advanced disease. 

To ensure that urgent referrals are seen 
rapidly 

More than 80% of patients, who subsequently prove to have breast 
cancer, should be seen within two weeks of receipt of the referral 
by the unit. 

To ensure appropriate assessment in the 
Breast Unit 

Breast Units must establish multidisciplinary clinics for assessment 
of new patient referrals 

For women to be seen by breast specialists The clinic should be served by staff specially trained in breast 
disease: surgeons, radiologists and radiographers,  cytopathologists 
and breast care nurses 

To ensure appropriate communication from 
the Breast Unit to the GP 

More than 90% of GPs must receive appropriate information from 
the Breast Unit within one week of a patient’s clinic appointment 

Table 5 
SURGERY 

Quality objectives Outcome measures 
To minimise surgical morbidity for impal-
pable lesions 

>90% of diagnostic biopsies on impalpable lesions which subse-
quently prove benign should weigh less than 20 g.  The Surgeon 
should ensure that the weight is recorded either in theatre or by the 
Pathologist 

To reduce the number of open surgical 
diagnostic operations 

The Benign-Malignant operation rate (this is the ratio of open 
surgical biopsies which prove benign to the total number of breast 
cancers diagnosed on the Unit) should be no more than 1 : 10 . 
(Operations for nipple discharge, abscesses and excision of previ-
ously diagnosed fibroadenomata should not be included). 

To minimise patient anxiety between a 
decision that a therapeutic operation is 
required for cancer and the date for opera-
tion 

>90% of patients should be admitted for the first therapeutic opera-
tion within three weeks of informing the patient of the need for 
surgical treatment. 
Resources must be available to achieve this. 
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Measurement- 
Overview  Diagnosis of Breast Disease 

OVERVIEW OF lDEAS FOR MEASUREMENT 
The following aims were identified by the guideline work group as key areas in which medical groups may receive 
benefits in implementing this guideline. 

The measures associated with these aims are presented as suggested measures. Measures of aim help medical groups 
determine progress in achieving a particular aim. However, additional approaches may be customized by individual 
medical groups to ferret out improvement information important to the medical group’s individual practice. 

PRIORITY AIMS FOR MEDICAL GROUPS WHEN USING THIS GUIDELINE 
1. Reduce the length of time between identification of a breast abnormality and biopsy. 

Possible measures of accomplishing this aim: 
a. Number of days between a breast abnormality noted by RN or MD and biopsy. 
b. Number of days between patient contacting the clinic regarding a breast abnormality 
    (found by patient) and biopsy. 
* The ultimate goal is to decrease the time from identification of a breast abnormality and notification  
   of the patient of biopsy results. 

2. Improve the timeliness of diagnostic follow-up of breast abnormalities. 
Possible measures of accomplishing this aim: 
a. Percentage of class 4 or class 5 abnormal mammograms that are followed by a biopsy within 30 days. 
b. Percentage of patients with benign breast biopsy results (other than fibroadenoma) with a repeat 
    mammogram in six months. 

3. Improve the surgical staging of breast tumors at the time of diagnosis. 
Possible measures of accomplishing this aim: 
a. Percentage of breast tumors with surgical stage 2A or less at the time of diagnosis. 

Measurement-Specifications        
Possible Success Measure # la 
-  Number of days between a breast abnormality noted by RN or MD and biopsy. 
Population Definition 
-  Women through age 74 with biopsy for possible diagnosis of breast cancer. 
Data of Interest 
-  Average number of days between a breast abnormality noted by RN or MD and biopsy. 
    (Median and range can also be determined.) 
Numerator/Denominator Definitions 
Numerator:  Total number of days between the first documentation of a palpable breast mass 
    noted in the medical record and a completed biopsy for all records reviewed. 
Denominator:  Total number of women for whom a breast biopsy was performed for suspicion of cancer. 
Method/Source of Data Collection 
-  A list of all breast biopsies during the previous target period. The medical records can be reviewed to  
   determine the number of days between first documentation of a palpable mass and completion of a biopsy. 
Time Frame Pertaining to Data Collection 
-  Data may be collected semiannually. 
Notes 
- The intent of this measure is to determine the time interval involved and provide a sense of the extent  
  of "sleepless nights" for the patient. 

PROBING MEASURES 
- Determine the number of radiologic interventions from the time of mammography through biopsy.  
- Determine which radiologic intervention is causing a time lag in the sequence of care and investigate the process 

associated with that intervention. 
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Die Titel der ÄZQ Schriftenreihe

Die Leitlinien-Clearingberichte Band 5 bis Band 9 
sind erschienen im W. Zuckschwerdt Verlag GmbH, 
Germering

Projekte 1995 - 2002
ÄZQ Schriftenreihe Band 10

Leitlinien-Clearingbericht
“Asthma bronchiale” 
Band 9

Leitlinien-Clearingbericht
“Koronare Herzkrankheit”
ÄZQ Schriftenreihe Band 11

Leitlinien-Clearingbericht
“COPD”
ÄZQ Schriftenreihe Band 14

Leitlinien-Clearingbericht
“Mammakarzinom”
ÄZQ Schriftenreihe Band 16

Leitlinien-Clearingbericht
“Diabetes mellitus Typ 1”
ÄZQ Schriftenreihe Band 15

Leitlinien-Clearingbericht
“Depression”
ÄZQ Schriftenreihe Band 12

132 Seiten, Paperback
ISBN 3-89906-900-5
€ 14,90

174 Seiten, Paperback
ISBN 3-88603-800-9
€ 14,90

170 Seiten, Paperback
ISBN 3-89906-901-3
€ 14,90

184 Seiten, Paperback
ISBN 3-89906-901-3
€ 14,90

214 Seiten, Paperback
ISBN 3-89906-906-4
€ 14,90

220 Seiten, Paperback
ISBN 3-89906-905-6
€ 14,90

216 Seiten, Paperback
ISBN 3-89906-902-1
€ 14,90
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Die ÄZQ Schriftenreihe ab Band 10 erscheint in der Edition Medizinische Schriften. 
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