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LIPOPROTEIN (a) MOLARITY ASSAY

Lipoprotein(a) [Lp(a)] is an independent, genetically determined risk factor for atherosclerotic
cardiovascular disease (ASCVD) and aortic valve stenosis. Current clinical guidelines
recommend Lp(a) measurement at least once in every adult’s lifetime . For individuals with
FH, premature ASCVD, or high Lp(a), cascade testing of first-degree family members for high
Lp(a) concentration is recommended to identify those at increased ASCVD risk . The new
ACC/AHA guideline (March 2026) also recommends that clinical laboratories employing Lp(a)
assays that are insensitive to apolipoprotein(a)[apo(a)] isoforms and traceable to official
reference standard materials.!

DIAZYME LIPOPROTEIN (a) MOLARITY ASSAY ADVANTAGES

+ FDA 510(k) Cleared + Lp(a) isoform insensitive

+ Results reported in nmol/L + Results traceable to CDC

- Align with ACC/AHA guideline reference materials and IFCC Reference
recommendation Measurement Procedure (RMP)

- Reagent, Calibrator and Control are all * Fully automated applications available
liquid stable for a wide range of analyzers

- Provide results in < 10min with ready- + Cost effective, enables broader adoption
to-use reagents of standardized Lp(a) testing

REGULATORY STATUS

FDA 510k Cleared
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LIPOPROTEIN (a) MOLARITY ASSAY

ASSAY SPECIFICATIONS ASSAY PRECISION

The precision of the Lipoprotein (a) Assay was
evaluated according to Clinical and Laboratory
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v levels of controls and five levels of serum specimens
containing Lipoprotein (a) covering assay measuring
Serum or range were tested with 2 runs per day with duplicates
Sample K2EDTA/K3EDTA over 20 working days on Beckman Coulter AU680.
C’;’I’jm&e Plasma or Li-Heparin The results of the within-run, between-run, between-
day, and total CV% are listed in the following table
Plasma (N—252)'
N =209 -
s g g
Slope = 1.012 [ 2 z
s [}
y-intercept = —0.149 § é £
Method . - @ @ =
. Correlation coefficient r = @ @
Correlation
0.992 (N=
> CcvY CvY CcvY CvY CcvY
Sample Range: 7.8 to 252) % % % % %
223.3 nmol/L
m 3424  170% 1.18%  150%  032%  2.09%
LOB: 0.49 nmol/L
9421  0.66% 048%  057%  0.19%  0.82%
LOB/ LOD / LOD: 1.50 nmol/L
Loq LOQ: 4.85 nmol/L (20% m 3457 176%  128%  1.13%  063%  1.97%
Cv)
m 7459  0.83% 057%  075%  0.14%  1.03%
. Measuring Range: 4.85 to m 11555  0.60% 0.48%  0.42%  0.13%  0.69%
Linearity 240 nmol/L
14885  096%  064%  056%  0.12%  0.99%
Calibration Levels 6-Point Calibration m T I I I



LIPOPROTEIN (a) MOLARITY ASSAY

SCIENTIFIC STATEMENTS ON TRACEABILITY TO CDC REFERENCE
USE OF LP(a) MATERIALS
The table below shows NLA recommended Traceability to CDC reference materials (example
Lp(a) thresholds, alongside Lp(a) attributable shown for reagent lot LT0008925).
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