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1.0 Objectives 

1.1 Primary Objective:  

1.1.1 

 

1.2 Secondary Objectives:    

1.2.1 

1.2.2 
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1.2.6 

 

2.0 Background 
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3.0 Patient Eligibility and Exclusions 

3.1  

3.1.1 

 

3.1.2 
 

3.1.3  

3.1.4  

3.1.5  

3.1.6 
 

3.1.7  

3.2  

3.2.1 

3.2.2 (inability to control 

serum glucose to a value of </= 200 mg/dl for FDG-PET/CT)

3.2.3  

3.2.4  

3.2.5  

4.0 Research Plan/Methods 

 Patient Identification
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4.2 Treatment Plan  

 

 

 

 

 

 

 

 

 

 

 

5.0 PET/CT Performance and Interpretation 
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 Sentinel Lymph Node Mapping

6.1 Agents for Sentinel Lymph Node Mapping  
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Methylene Blue, USP

6.2 Injection of Agents 

 

 



Protocol 2012-0623 
May 13, 2016 

9 
 

 

 

 

6.3 Identification of Sentinel Nodes 
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6.4 Labeling Sentinel Node Specimens 
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6.5 Sentinel Lymph Node Surgical Pathology 

7.0 Estrogen Induced Genes 
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 Statistical Considerations

Futility Monitoring 
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Sample Size 
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Analysis 
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9.0 Data Confidentiality 
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