Table 26.  Nephropathy:  Cohort Studies: 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, 2000 [292]
	1
	4
	1208
	ALL
	HPLC

HbA1c
	Yes
	
	
	AER:  Timed 4 hrs

>208 (g/min
	

	
	
	
	
	Conventional:  Mean:  9.8

SD:  1.2
	
	
	5%
	RRR:  0% Adj.
	
	Adj:  Microalbuminuria status at baseline

	
	
	
	
	Intensive:

Mean:  7.3

SD:  0.9
	
	
	1%
	86% 

(60%, 95%)
	
	

	DCCT, 1996 [718]
	1
	6.5
	1273
	ALL

Mean:  7.99
	HPLC

HbA1c
	Yes
	
	RRR:  36% 

(26%, 45%) Adj
	AER:  Timed 4 hrs

(100 mg/24 hrs
	Adj:  Baseline urinary albumin; for 10% change in HbA1c

	
	
	
	
	Conventional

Mean over f/u  ~9
	
	
	
	36% (32%, 59%)
	
	

	
	
	
	
	Intensive

Mean over f/u  ~7
	
	
	
	36% (19%, 49%)
	
	



Table 26.  Nephropathy:  Cohort Studies: Incidence/Progression of Macroalbuminuria, type 1 diabetes (Continued).

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

	Warram et al, 2000 [304]
	1
	4
	279
	ALL
	HPLC/

Electro-phoresis

HbA1
	Yes
	
	
	ACR:  Random/ Spot 

>28 mg/mmol creatinine
	

	
	
	
	
	5.1-7.9
	
	
	4/317 person years
	OR:  1.0 Adj.
	
	Adj:  Age, gender, DM duration, BP, HTN rx, baseline ACR

	
	
	
	
	8-8.9
	
	
	10/196 personyears
	4.2 (1.2, 14.4)
	
	

	
	
	
	
	9.0-9.9
	
	
	9/212 personyears
	3.2 (0.9, 11.2)
	
	

	
	
	
	
	10-13.1
	
	
	15/224 personyears
	5.5 (1.6, 18.8)
	
	

	The Micro-albuminuria Coll-aborative Study Group, 1999 [310]
	1
	7
	148
	ALL

*Mean:  9.20
	Corning electro-endosmosis

HbA1
	No
	
	RR:  1.32 (1.01, 1.72) Adj.
	AER:  Timed overnight

(10 ug/min
	Adj:  Age, gender, weight, BP, smoking, height, retinopathy grade, AER

	
	
	
	
	Normoalbuminuria

Mean:  9.0 

Range:  8.7, 9.4
	
	
	
	
	
	

	
	
	
	
	Microalbuminuria

Mean:  9.5 

Range:  8.6, 10.5
	
	
	
	
	
	

	
	
	
	
	Macroalbuminuria

Mean:  10.2 Range:  9.1, 11.4
	
	
	
	
	
	




Table 26.  Nephropathy:  Cohort Studies: Incidence/Progression of Macroalbuminuria, type 1 diabetes (Continued).

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

	Villar et al., 1999 [325]
	1
	2
	340
	Mean:  7.6 SD:  1.3
	HPLC

HbA1
	NOS
	0%
	
	AER:  24 hrs

(300 mg/24 hrs
	

	Jones et al., 1998 [482]
	1
	8
	233
	ALL
	HPLC

HbA1
	NOS
	11.6%
	
	ACR:  Random/ Spot

(2.5 mg/mmol creatinine
	

	
	
	
	34
	Raised ACR

Median: 9.2 

IQR: 8-10.2
	
	
	
	
	
	

	
	
	
	27
	Intermediate ACR

Median:  9.7

IQR:  8.2-10.3
	
	
	
	
	
	

	
	
	
	172
	Normal ACR

Median:  8.6

IQR:  7.5-9.6
	
	
	
	
	
	

	Lloyd et al., 1996 [777]
	1
	4
	658
	ALL
	Saline incubated

GHB
	No
	
	
	AER:  Timing unclear

>200 (g/min
	

	
	
	
	
	(10.9
	
	
	
	RR:  1.0 Adj.
	
	Adj:  DM duration

	
	
	
	
	(11.0
	
	
	
	3.5 (p<0.001)
	
	



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.





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.





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; 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.





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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