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addition, a summary of proportion of patients with elevated liver test and/or reported AE of 
hepatic disorder will also be provided for the double-blind treatment period. A  

All scheduled laboratory evaluations are performed by central laboratories. All laboratory 
evaluations performed by central laboratories will be included in summary tables.  

Laboratory parameters will be presented in international system units, except for those listed 
in Table 12, which will be presented in conventional units (C) and international system units 
(SI). 

Table 12 SI and C units 

Test name SI unit C unit 

FPG mmol/L mg/dL 

FFA mmol/L mg/dL 

Cholesterol (incl. LDL and HDL) mmol/L mg/dL 

Triglycerides mmol/L mg/dL 

Urate umol/L mg/dL 

Urine glucose excretion Arbitrary units Arbitrary units 

Total Bilirubin umol/L mg/dL 

Serum creatinine umol/L mg/dL 

Urine creatinine mmol/L mg/dL 

Urine albumin mg/L g/dL 

Phosphate mmol/L mg/dL 
Note: UACR will be presented as C and not SI 
 
4.4.7.5.1 Marked laboratory abnormalities 
Laboratory abnormalities will be evaluated based on marked abnormality (MA) criteria. 
Appendix C (Laboratory Abnormality Criteria) lists the pre-defined criteria for MAs. If both 
the baseline and on-treatment values of a parameter are beyond the same MA limit for that 
parameter, then the on-treatment value will be considered a MA only if it is more extreme 
(farther from the limit) than was the baseline value. If the baseline value is beyond the low, 
and the on-treatment value is beyond the high MA limit (or vice-versa), then the on-treatment 
value will be considered a MA. If the baseline value is not beyond either MA limit, and the 
post-baseline value is beyond either MA limit, then the post-baseline value will be considered 
MA. 

Laboratory MAs occurring during the double-blind treatment period will be summarized by 
treatment group for primary and sensitivity safety analysis. The directions of changes (high or 
low) in MAs will be indicated in the tables. Separate summaries will be provided for marked 
laboratory abnormalities including and excluding data after the administration of rescue 
medication. 
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