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System Overview

Simple 3 Steps Test

1. Collect a sample 2. Place the sample collector into

 the cartridge

3. Insert the cartridge into 

 the chamber

A1Care™ Analyzer HbA1c Cartridge

Specifications

Analyzer
Dimension / Weight

Operating Temperature

Humidity

Display

Memory

Interface

290X250X130 mm / 3.8 kg

10-32 °C (50-89 °F)

10-90 %

7 inch color touchscreen LCD

5,000 test results memory

USB, Serial (RS232), LAN (RJ45 Ethernet)

Cartridge HbA1c ACR
Sample Type

Sample Volume

Measurement Time

Accuracy

Precision

Fresh capillary / Venous whole blood

2.5 μL

4 minutes 20 seconds

±6 % of target value (95 % CI)

CV 3.0 %

Urine

40 μL

7 minutes

±15 % of target value (95 % CI)

CV 8.0 %
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HbA1c Testing

Clinical Performance

Accuracy
Evaluated according to the EP5 and EP9 method of

the CLSI guideline, A1Care™ met the IFCC criteria 

at 50 mmol/mol showing a sigma of 2.9

Precision
Evaluated according to the EP5 method of the CLSI

guideline, the values of CV show less than 3.0 % at 

all concentration ranges

Features & Benefits

Test Principle

1st POCT Enzymatic HbA1c Assay in the World
A1CareTM’s IFCC & NGSP certified enzymatic HbA1c assay provides unique performance advantages over

conventional immunoassay, boronate affinity, and chromatography methods

・ HbA1c test results in 4 minutes 20 seconds

・ Small blood sample size: 2.5 μL

・ No sample pretreatment and pipetting required

・ NGSP and IFCC certified

ACR Testing

Clinical Performance

Accuracy
Evaluated according to the EP9 method of the CLSI

guideline, A1Care™ met the acceptance criteria 

TE=±15 % (95 % CI)

Precision
Evaluated according to the EP5 method of the CLSI

guideline, the values of CV show less than 8.0 % at

all concentration ranges

Features & Benefits

Test Principle

Reliable and Sensitive Detection of Albumin and Creatinine
ACR is calculated from albumin and creatinine by using immunoturbidimetric method for albumin and 

colorimetric method for creatinine

・ Fast and accurate on-site inspection

・ Random urine test at any time

・ Good correlation to laboratory methods

・ 12 months cartridge shelf life at room temperature
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Albumin (mg/L), DCA Vantage Creatinine (mg/dL), DCA Vantage

Allowable difference
±15 or ±15 %

Passing-Bablok fit
(y = 6.461 + 0.9709 x)

Allowable difference
±15 or ±15 %

Passing-Bablok fit
(y = 3.716 + 1.006 x)
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* Based on duplicates in EP-9

CV (%) SI units DCCT units

A1CareTM
2.9 (46 mmol/mol) 1.9 (6.4 %)

1.9 (73 mmol/mol) 1.5 (8.9 %)

Lot DEJXBC * 2.5 2.0

Lot DEJWBC * 2.0 1.5

CV (%)
Albumin

Low,
59.3 mg/L

Creatinine
Low,

70.2 mg/dL

Albumin
High,

256.6 mg/L

Creatinine
High,

441.9 mg/dL
Repeatability 5.0 % 5.5 % 4.8 % 5.0 %

Between-run 0.0 % 1.2 % 0.0 % 0.0 %

Between-day 1.7 % 0.0 % 0.8 % 1.1 %

Within-Laboratory 5.3 % 5.7 % 4.9 % 5.1 %

STEP-1 STEP-2

Albumin
in Urine

+

Antibody

Creatinine
in Urine

3, 5-Dinitro
benzoic acid

at PH>12

+ Color Change

Albumin Antibody
Complex

Turbidity Change


