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Oestradiol, SHBG and testosterone measurements in IBIS- II baseline samples 



 



Project description  



Oestradiol, SHBG and testosterone measurements in IBIS- II baseline samples on a case-control basis 
each case in both the anastrozole and placebo arm of the IBIS- II study and 2 age, treatment 
allocation and risk matched controls per case will be assayed to determine the impact of oestradiol, 
free oestradiol, and testosterone on the risk of developing breast cancer, and the comparative 
importance in the two treatment arms will be studied (primary analysis). Control follow-up must be 
at least as long as that for the matching case.  



 



Material  



A 1ml aliquot for y 235 cases who developed breast cancer and 471 controls (706 total, there is one 
extra control at this stage) will be sent to Prof Brian Keevil in Manchester to assay oestradiol, SHBG 
and testosterone by mass spectroscopy. Overall 777 aliquots will be sent, as some have low volume 
and a second or third aliquot may be needed. If spares not needed, than  no need to assay these 
duplicates, but only one full 1ml sample per woman. When multiple aliquots are provided these hare 
highlighted in the manifest -  yellow if 2 aliquots and green if three or more.  



 Assay costs will be £40/sample, based at a cost of £25 for E2, £5 for SHBG and £10 for testosterone 
or approximately £28 200 overall. An invoice should be sent to Prof Cuzick at the Wolfson Institute 
on completion of work for these assays.  Samples will be stored at -20oC or lower and transported on 
dry ice. Residual material will be returned frozen to the Wolfson Institute. 



 



Analysis  



Assays will be done blind to case-control status and results will be analysed at the Wolfson Institute. 
The primary analysis will be based on matched logistic regression using continuous hormone profiles 
for oestradiol, free oestradiol after adjusting for SHBG and testosterone. Treated and untreated 
patients will be analysed separately and a comparison will be made between them to determine the 
risk associated with these hormones. The primary analysis will compare the effect size of these 
hormone levels in those treated with anastrozole vs those receiving placebo. Supplementary 
analyses will explore the impact of age (all postmenopausal), weight, BMI, previous HRT use, Tyrer-
Cuzick risk score, and selected SNPs on risk. 
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