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Study Background 

Trial Description 

RATIONALE: Vitamin D may help prevent breast cancer. 

PURPOSE: This randomized clinical trial is studying vitamin D and breast cancer 
biomarkers in female patients. 

 

Arms 
 
Placebo: (Placebo Comparator): Patients receive oral placebo once daily for 12 
months. 

Vitamin D: (Experimental): Patients receive oral vitamin D (2000 IU) once daily for 
12 months. 

Objectives: 
• OBJECTIVES: 

– Primary 

• To evaluate change in mammographic density using the Boyd method 
after one year of vitamin D supplementation compared to placebo in 
premenopausal women. 

– Secondary 

• To explore changes in the serum biomarker IGF1 in response to one year 
of vitamin D or placebo supplementation in premenopausal women. 

• To explore changes in cellular proliferation (atypia and Ki67) in 
response to one year of vitamin D or placebo supplementation in 
premenopausal women. 

• To explore correlations between change in breast cancer biomarkers 
(density, IGF1, atypia, and Ki67) with each other and with change in 
vitamin D levels. 

• To compare methods of mammographic density analysis. 

• To validate a recently developed sunlight questionnaire. 

• OUTLINE: This is a multicenter study. Patients are stratified according to baseline 
vitamin D (sufficient [≥ 30 ng/mL or ≥ 75 mmol/L] vs insufficient [< 30 ng/mL or < 75 
mmol/L]) and institutional random periareolar fine-needle aspiration (RPFNA) status 
(performs RPFNA vs does not perform RPFNA). Patients are randomized to 1 of 2 
treatment arms. 

https://clinicaltrials.gov/ct2/show/NCT01224678


– Arm I: Patients receive oral placebo once daily for 12 months. 

– Arm II: Patients receive oral vitamin D (2000 IU) once daily for 12 months. 
Tissue and blood samples are collected at baseline and at 12 months for 
laboratory biomarker analysis. Patients also complete questionnaires at 
baseline and at 12 months. 

Study Milestones: 

Start date: October 2010 

Primary Completion Date: December 2014 
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Dataset Information: 

Dataset Name: NCT01224678-D2-Dataset.csv (aedat) 

Description: Dataset NCT01224678-D2-Dataset.csv (aedat) is one of 2 datasets 
associated with PubMed ID 33849913. This dataset contains data presented in the 
safety analyses. 

Data can be used to approximate published study findings, but exact reproduction of 
previous manuscripts may not be possible in some cases (e.g., when data must be 
modified for de-identification purposes or have undergone further data cleaning). 

Blank values indicate data not applicable or missing, except where otherwise noted. 

NCT01224678-D2-Dataset.csv (aedat) Data Dictionary: 
LABEL NAME ELEMENTS COMMENTS 

Adverse event toxicityc   

Grade GRADE 1, 2, 3, 4, 5  

Relation to study drug REL_SMED Possible, Probable, Unlikely, Unrelated  

Patient identifier patid   

 


