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HEL  https://www.fda.gov/medical-devices/emergency-situations-medical-devices/eua-
authorized-serology-test-performance )

Developer: Abbott

Antibody

[e[€]
1gG

IgG

IgG

Performance
Measure

Sensitivity (PPA)
Specificity (NPA)

PPV at prevalence =
5%

NPV at prevalence =
5%

Developer: Roche

Antibod
y

Pan-Ig
Pan-Ig
Pan-Ig

Pan-Ig

Performance
Measure

Sensitivity (PPA)
Specifcity (NPA)

PPV at prevalence =
5%

NPV at prevalence =
5%

Estimate of
Performance

100% (88/88)
99.6% (1066/1070)

92.9%

100%

Estimate of
Performance

100% (29/29)
99.8% (5262/5272)
96.5%

100%

95% Confidence Interval

(95.8%; 100%)
(99.0%; 99.9%)

(83.4%; 98.1%)

(99.8%; 100%)

95% Confidence
Interval

(88.3%; 100%)
(99.7%; 99.9%)
(93.9%; 98.1%)

(99.4%; 100%)
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