Table 35.  Nephropathy:  Randomized Controlled Trials:  Incidence/Progression of Macroalbuminuria, type 1 diabetes.

	Reference
	DM type
	F/U (Y)
	n
	GHB exposure
	GHB Method
	DCCT traceable
	Incidence Rate
	Risk Estimate
	Outcome

Definition
	Comments

	DCCT, 1993 [4638]
	1
	6.5
	1441
	ALL
	HPLC

HbA1c
	Yes
	
	
	AER:  Timed 4 hrs

(300 mg/24 hrs
	

	
	
	
	
	1( Conventional

Mean:  8.8 

SD:  1.7
	
	
	0.3/100 person years
	RRR:  0%
	
	

	
	
	
	
	1( Intensive

Mean:  8.8 

SD:  1.6
	
	
	0.2/100 person years
	44% 

(-124%, 86%)
	
	

	
	
	
	
	2( Conventional

Mean:  8.9 

SD:  1.5
	
	
	1.4/100 person years
	RRR:  0%
	
	

	
	
	
	
	2( Intensive

Mean:  9 

SD:  1.5
	
	
	0.6/10 person years
	56% 

(18%, 76%)
	
	



GHB exposure is expressed as a %; * indicates that a weighted mean was calculated based on the subgroup data given; n=Number of participants enrolled; RH = Relative Hazard, RR=Relative Risk, OR= Odds Ratio; RRR= Relative Risk Reduction; ROR=Relative Odds Reduction; 1(=primary prevention; 2(=secondary prevention; Risk Estimate for studies with continuous analyses for whole groups is for 1% change in GHB exposure unless otherwise indicated; Risk Estimates (95% Confidence Interval) unless otherwise indicated.
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