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RESULTS
LC-MS/MS PERFORMANCE and VALIDATION
Calibration range | Sensitivity in serum Low level Medium level High level
pg/ml pg/ml range Intra-assay Inter-assay Accuracy range Intra-assay Inter-assay Accuracy range Intra-assay Inter-assay Accuracy
(pg/ml) CV% CV% (%) (pg/ml) CV% CV% (%) (pg/ml) CV% CV% (%)
E2 4.88 - 5000 9.77 <40 6.3 4.0 102.7 200 - 350 3.5 4.2 96.0 1200 - 1600 2.2 7.4 99.3
El 2.44 - 5000 4.88 <40 6.8 5.6 90.3 150 - 350 1.8 5.4 90.1 1200 - 1600 1.1 5.1 96.6
OHp 9.77 - 80000 39.1 < 500 3.4 5.1 90.6 1000 - 1500 1.6 5.6 96.1 20000 - 25000 4.8 7.2 95.6
DHT 9.77-2500 39.1 <160 3.1 10.2 100.6 200 - 700 8.9 4.8 82.9 1200 - 2500 5.9 6.4 90.1

REFERENCE INTERVALS: gender and age specific reference intervals were generated on 366 adult normal weight, healthy and drug free volunteers.

FEMALES FEMALES MALES
PRE-MENOPAUSAL MENOPAUSAL
All Follicular phase Ovulation Luteal phase Age: 18 - 44y Age: 45 - 80y
(n=130) day 1 - 8 (n=30) day 13- 16 (n=19) day 21 - 26 (n=18) (n=69) (n=105) (n=62)
Median 2.5-97.5P | Median 2.5-975P Median 2.5-975P Median 2.5-97.5P | Median 2.5-97.5P Median 25-975P Median 25-975P
Age(y) 38.1  22.1-51.7 | 425 22.8-51.0 34.7 20.7-51.7 | 370 20.0-53.7 | 56.4  48.8-85.3 31.2 18.7 - 43.7 53.9 45.0 - 78.3
BMI (kg/m’) 21.7 18.6 - 24.7 21.8 19.3 -24.5 22.0 18.9 - 24.9 214 19.6 - 23.9 22.9 19.1 - 24.7 23.0 18.7 - 24.9 23.7 20.5-24.9
E2 (pg/ml) 1050 9.8-285.0 | 57.4 12.3-2750| 1260 41.6-253.0 | 111.0 32.8-2400 | 9.8 9.8 - 59.6 23.1 9.8 - 44.2 19.7 10.3 - 38.6
El (pg/ml) 64.0 15.6 - 143.0 41.2 21.1-120.0 86.6 44.9 - 168.0 65.6 31.2-125.0 18.8 9.6 -51.5 32.2 18.2 - 59.0 31.6 17.4 - 53.0
OHp (ng/ml) 186  0.51-990 | 193  0.52-9.10 324 096-16.17 | 192  038-7.44 | 117  0.36-3.95 4.08 1.31-12.1 1.99 0.89 - 6.93
DHT (pg/ml) 68.0 39.1 - 180.0 /7.8 39.1 - 161.0 /1.9 39.1-176.0 66.9 39.1 - 184.0 39.1 39.1-126.0 295.0 68.0 - 651.0 314.0 85.1-575.0
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LC-MS/MS vs IA COMPARISON STUDY
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Figure 1: Passing & Bablok regression in the overall circulating range and in the lower circulating range.
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