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Summary of Proposed Amendment: 
 
Addition of a request for an optional urine sample during the pre-randomisation Run-in 
period, and for urine to be assessed at least once during follow-up on a random sample of 
participants. 
 
Measurement of urinary albumin to creatinine ratio will allow more precise stratification of 
participants by baseline cardiovascular risk, since urinary microalbuminuria is an important 
predictor of risk. Long-term storage of urine sample may allow future analyses of new or 
emerging biochemical risk factors for diabetes. 
 


