Evaluation

Untitled study

Albumin (g/L) - Reference interval verification x Criteria not met

3 of 3 questions judged - Observed reference coverage (%) not met - Observed reference coverage (%) and Recorded verification rule met

Study date Not recorded

Table 1. Acceptance criteria

Question Limit Allowed Finding Result
Observed reference coverage (%) =95% # 95.00% v Met
Observed reference coverage (%) =96% ® | 95.00% m

stage-20: stage

Recorded verification rule Met v Met
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I Lower 35 I Upper 53
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Figure 1. Each subject’s value against the claimed interval (dash-dot lines); triangles: outside.
Table 2. Subjects against the claimed interval (g/L)
Partition Subjects Below 35 Above 53 Within (%) Result
adult 20 0 1 95.00 X Not met
Table 3. Verification rule
Subjects outside Acceptif < Rejectif= Outcome
A19 2 3 Within the accept bound
Study details
Data 20 included Claimed interval 35-53 g/L Design Stage-20

Signed off by Date
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Untitled study

A Datalisting

Source: manual entry. Partition adult. 20 rows, all included.

Study row Subject Result (g/L) Study row Subject Result (g/L) Study row Subject Result (g/L)
1 A01 41.2 8 A08 45.6 15 A15 46.0
2 A02 38.5 9 A09 35.0 16 Al6 41.8
3 AO03 44.0 10 A10 50.2 17 Al7 53.0
4 A04 36.1 11 All 43.1 18 A18 445
5 A05 47.3 12 Al12 40.7 19 A19 54.0
6 A06 42.8 13 A13 48.9 20 A20 39.2
7 A07 39.9 14 Al4 37.4

1 Results

1.1 Subjectvalues

Table 4. Subject values
Partition On alimit Mean (g/L) SD (g/L) Observed range (g/L)

adult 2 43.46 5.32 35.00-54.00

A value on a claimed limit counts as within.
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