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Introduction

A recent report on laboratory decision limits for urine albumin and creatinine demonstrated the albumin limit ranged from 15–35 mg/L, albumin-creatinine ratio (ACR) from 1.0–3.5 mg/mmol, and creatinine lower and upper reference limits from 5–10 mmol/L and 12.5–25 mmol/L, respectively. We assessed traceability and clinical comparability for current methods for these tests.

Methods

Forty patient urine samples (31 male, 9 female; albumin 5.5–945 mg/L, creatinine 2.9–18.7 mmol/L) together with plasma proteins reference material, CRM 470, were measured in duplicate by 18 laboratories using 10 methods for albumin and 8 for creatinine. 

Results

ACR cut-offs supplied by 17 laboratories ranged between 1.0 and 3.5 with 9 laboratories reporting gender-related ACR. ACR values showed clinical concordance between methods in 36 of 40 patient samples using recommended ACR decision points of 2.5 mg/mmol in males and 3.5 mg/mmol in females. Urine creatinine measurement was traceable to the standard reference materials SRM 914 and/or 967. Traceability of urine albumin was generally to CRM 470 with ADVIA assays traceable to purified human albumin. Mean albumin concentrations measured for dilutions of CRM 470 were underestimated by between 4.4 and 9.7%. Between-method bias ranged from -13 to +15% and would contribute to under- or overestimation of albumin in four methods. 
Conclusion

The study showed ACR values were clinically concordant between laboratories in 90% of the patient samples. Despite satisfactory between-method agreement for urine albumin and creatinine with imprecision and bias generally <10% ACR cut-offs for clinical albuminuria are not harmonised between laboratories. 


