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Appendix 


Example of Work-sheet 

Patient’s Name:                              Case Reg No:                                         Lab ID:

Randomised into Group:      
	
	Clinic

Visits
	DATE


	            Assays to be

performedo
	Assay

status
	Isotopic GFR 

	Consent
	WEEK -5
	
	
	
	

	Run-in

period
	WEEK -4
	
	Urines – Ammonia (NH3),  pH,        Titratable acidity (TA), NAG
	
	

	
	WEEK -2
	
	  Urines - NH3, pH, TA, NAG
	
	

	Randomised
	WEEK  0
	
	  Plasma Renin, Aldosterone

  Antioxidants, Genotyping
	
	  GFR ± 

  (Apr* studies)

	
	WEEK  2
	
	
	
	

	
	WEEK  4
	
	
	
	

	
	WEEK  6
	
	
	
	

	
	WEEK  8
	
	  Urines- NH3, pH, TA, NAG
	
	

	
	MONTH

3
	
	  Urines- NH3, pH, TA, NAG
	
	

	
	MONTH

4
	
	Plasma Renin, Aldosterone, Antioxidants
	
	GFR ± 

(Apr* studies)

	
	MONTH

5
	
	  Urines - NH3, pH, TA, NAG
	
	

	
	MONTH

6
	
	  Urines - NH3, pH, TA, NAG
	
	

	
	MONTH

8
	
	
	
	

	
	MONTH 10
	
	  Urines - NH3, pH, TA, NAG
	
	

	
	MONTH 12
	
	  Plasma Renin, Aldosterone,   Antioxidants,

  Urines-NH3, pH, TA, NAG
	
	GFR ± 

(Apr* studies)


oPlasma and 24h urine samples were collected frequently, as indicated, for biochemistry, measurement of creatinine clearance (CrCl), proteinuria and urinary markers of injury. At most visits fresh timed urine collections were also analysed for pH, NH3 and TA excretion. Plasma samples were also analysed for renin, aldosterone and markers of oxidative stress. Additionally, isotopic 51CrEDTA measurements of GFR were carried out in all patients at the end of the run-in period, between four and six months and on completion of the trial at twelve months. In GroupA patients only, renal proximal tubular radiolabelled aprotinin (Apr*) catabolic studies were made at similar time points to isotopic GFR measurements.   
Comments: 

If withdrawn from trial, reasons and date of exit:

Protocol deviations if any:
A





B









