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Abstract: 

It is generally accepted that validation of treatment standards can only originate in controlled trials. This, however, has to 
be viewed at in the context of patients sometimes not feeling comfortable with the ideas of randomized treatment 
assignment and lifelong follow-up. We have analyzed a large cohort of stage I and II breast cancer patients with special 
emphasis on participation in clinical trials. 7,985 patients were investigated, 5,532 of whom were randomized into a total 
of 9 randomized clinical trials of the ABC-SG between 1980 and 1999. 2,453 patients were not randomized for various 
reasons and were treated according to treatment standards valid at the time. Descriptive, univariate Kaplan-Meier, and 
multivariate survival analyses were performed. Median observation time was 75 months (12 to 241). Extensive descriptive 
analyses showed that the two patient cohorts were in general comparable. There were no severe imbalances with respect 
to known risk factors or treatment. Overall, 1,460 patients had died at the time of the analysis (18.3%). Overall survival 
was significantly different between patients participating in clinical trials and patients not doing so (5-yr OS: 84% vs. 78%, 
10-yr OS: 69% vs. 64%, p<0.00001; calculated median survival time: 187.5 vs. 152.8 months). For relapse free survival 
(1769 events, 22.2%), results were similar (5yr-RFS: 74% vs. 70%, 10yr-RFS: 58% vs. 55%, p=0.0001). In the Cox 
model, participation in randomized trials independently reduced the odds for dying from the disease (RR 0.63, 95% 
confidence interval: 0.553-0.723, p<0.0001). Interaction analysis revealed that the survival difference was equally present 
in different tumor stages, and most pronounced in postmenopausal women. From this data, we conclude that mere 
participation in prospective clinical trials improves patient survival irrespective of treatment actually received. Quality 
assurance mechanisms within the framework of clinical trials, early relapse detection, and effective secondary treatment 
may be reasons for this result. Patients with early stage breast cancer do not only contribute to general medical and 
scientific progress by participating in randomized trials but also benefit individually from their participation.  

 

  Associated Presentation(s): 

     No items found. 

 

  Other Abstracts in this Sub-Category: 

     1. A Randomized Trial Comparing Two Fractionation Schedules for Breast Irradiation 
Postlumpectomy in Node-Negative Breast Cancer.  

Meeting: 2000 ASCO Annual Meeting   Abstract No: 5   First Author: Timothy Whelan  

http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_category_abstracts_view&confID=2&subCatID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_meeting_categories_view&confID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=2&abstractID=200620
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=2&abstractID=200620
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_meeting_categories_view&confID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Timothy+Whelan&index=n
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Timothy+Whelan&epdAll=Y


Category: Breast Cancer  

     2. A Phase II Trial of Single-Agent Rhumab VEGF (Recombinant Humanized Monoclonal 
Antibody to Vascular Endothelial Cell Growth Factor) in Patients with Relapsed Metastatic 
Breast Cancer.  

Meeting: 2000 ASCO Annual Meeting   Abstract No: 5C   First Author: George Sledge  
Category: Breast Cancer  

     3. Incidence of Contralateral Breast Cancer (CBC), Endometrial Cancer (EC), and 
Thromboembolic Events (TE) in African American (AA) Women Receiving Tamoxifen for 
Treatment of Primary Breast Cancer.  

Meeting: 2000 ASCO Annual Meeting   Abstract No: 269   First Author: Worta McCaskill-
Stevens  
Category: Breast Cancer  

     More...  

 

  Abstracts by Michael Gnant: 

     1. Brain metastasis-free survival in patients with HER2-positive metastatic breast cancer.  

Meeting: 2011 Breast Cancer Symposium   Abstract No: 41   First Author: A. Berghoff  
Category: Detection, Screening, and Imaging - Predictive and Prognostic Factors  

     2. Effect of change of body mass index (BMI) during therapy on the efficacy of endocrine 
therapy in premenopausal patients with breast cancer: An analysis of the ABCSG-12 trial.  

Meeting: 2011 ASCO Annual Meeting   Abstract No: 514   First Author: G. Pfeiler  
Category: Breast Cancer - HER2/ER - ER+  

     3. Everolimus in combination with exemestane in the treatment of postmenopausal women with 
estrogen receptor-positive metastatic breast cancer who are refractory to letrozole or 
anastrozole: Preliminary results of the BOLERO-2 trial.  

Meeting: 2011 ASCO Annual Meeting   Abstract No: e11058   First Author: J. Baselga  
Category: Breast Cancer - HER2/ER - ER+  

     More...  

 

  Presentations by Michael Gnant: 

     1. Effects of everolimus (EVE) on disease progression in bone and bone markers (BM) in 
patients (pts) with bone metastases (mets). 

Meeting: 2012 ASCO Annual Meeting  
Presenter: Michael Gnant, MD  
Session: Breast Cancer - HER2/ER (Poster Discussion Session)  

     2. Overall survival with adjuvant zoledronic acid in patients with premenopausal breast cancer 
with complete endocrine blockade: Long-term results from ABCSG-12. 

http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_category_abstracts_view&confID=2&subCatID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=2&abstractID=202359
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=2&abstractID=202359
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=2&abstractID=202359
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_meeting_categories_view&confID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=George+Sledge&index=n
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_category_abstracts_view&confID=2&subCatID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=2&abstractID=5012
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=2&abstractID=5012
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=2&abstractID=5012
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_meeting_categories_view&confID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Worta+McCaskill-Stevens&index=n
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Worta+McCaskill-Stevens&index=n
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_category_abstracts_view&confID=2&subCatID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_category_abstracts_view&confID=2&subCatID=2
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=111&abstractID=86440
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_meeting_categories_view&confID=111
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=A.+Berghoff&index=n
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_category_abstracts_view&confID=111&subCatID=380
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=102&abstractID=78785
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=102&abstractID=78785
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_meeting_categories_view&confID=102
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=G.+Pfeiler&index=n
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_category_abstracts_view&confID=102&subCatID=412
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=102&abstractID=80609
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=102&abstractID=80609
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_detail_view&confID=102&abstractID=80609
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_meeting_categories_view&confID=102
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=J.+Baselga&index=n
http://www.asco.org/ASCOv2/Meetings/Abstracts?&vmview=abst_category_abstracts_view&confID=102&subCatID=412
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael+Gnant&index=n
http://www.asco.org/ASCOv2/MultiMedia/Virtual+Meeting?&vmview=vm_meeting_tracks_view&confID=114
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael++Gnant&index=n
http://www.asco.org/ASCOv2/MultiMedia/Virtual+Meeting?&vmview=vm_session_presentations_view&confID=114&sessionID=4832
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=George+Sledge&epdAll=Y
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Worta+McCaskill-Stevens&epdAll=Y
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=A.+Berghoff&epdAll=Y
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=G.+Pfeiler&epdAll=Y
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=J.+Baselga&epdAll=Y
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael+Gnant&epdAll=Y
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael++Gnant&epdAll=Y


Meeting: 2011 ASCO Annual Meeting  
Presenter: Michael Gnant, MD  
Session: Breast Cancer - HER2/ER (Poster Discussion Session)  

     3. Mature results from ABCSG-12: Adjuvant ovarian suppression combined with tamoxifen or 
anastrozole, alone or in combination with zoledronic acid, in premenopausal women with 
endocrine-responsive early breast cancer. 

Meeting: 2010 ASCO Annual Meeting  
Presenter: Michael Gnant  
Session: Breast Cancer - Local-Regional and Adjuvant Therapy (Poster Discussion Session)  

     More...  

 

  Educational Book Manuscripts by Michael Gnant: 

     No items found. 
 

 

 

 

 

http://www.asco.org/ASCOv2/MultiMedia/Virtual+Meeting?&vmview=vm_meeting_tracks_view&confID=102
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael++Gnant&index=n
http://www.asco.org/ASCOv2/MultiMedia/Virtual+Meeting?&vmview=vm_session_presentations_view&confID=102&sessionID=4126
http://www.asco.org/ASCOv2/MultiMedia/Virtual+Meeting?&vmview=vm_meeting_tracks_view&confID=74
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael+Gnant&index=n
http://www.asco.org/ASCOv2/MultiMedia/Virtual+Meeting?&vmview=vm_session_presentations_view&confID=74&sessionID=3399
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael+Gnant&index=n
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael++Gnant&epdAll=Y
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael+Gnant&epdAll=Y
http://www.asco.org/ASCOv2/Meetings/Abstracts/Speaker?&spk=Michael+Gnant&epdAll=Y

