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Discussion the ongoing verification indicators and
evaluation approachs of analytical procedure
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Abstract : Ongoing procedure performance verification (OPPV) of an analytical procedure is the process of ensu-
ring it continues to meet its intended use after completion of validation. On the basis of previous studies, this pa-
per further discussed the indicators of ongoing procedure performance verification (including system suitability in-
dicators and reported values, etc. ) and the implementation of analysis tools ( control charts), and demonstrated
the specific operation steps of ongoing procedure performance verification with examples. It is hoped that this pa-
per will provide new ideas for the accurate and standardized procedure verification in the pharmaceutical field, es-
pecially in the enterprises and regulatory departments.
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Tab.1 The results of 3 repeated tests on 25 samples

FEGS R 4R 2 43
(sample number) (result 1) (result 2) (result 3)

1 16. 076 16.073 16. 083
2 16. 073 16. 066 16. 078
3 16.075 16.07 16.079
4 16.077 16.072 16.079
5 16. 071 16. 065 16.070
6 16. 070 16. 058 16. 083
7 16. 077 16. 072 16. 081
8 16.074 16. 061 16. 086
9 16. 070 16. 065 16. 074
10 16.074 16. 061 16. 086
11 16.077 16.073 16. 082
12 16. 027 16. 031 16. 022
13 16.077 16. 066 16. 089
14 16. 069 16. 065 16. 077
15 16.072 16. 066 16. 085
16 16. 075 16. 063 16. 084
17 16.075 16. 071 16. 088
18 16. 073 16. 064 16. 081
19 16.075 16. 063 16. 098
20 16. 075 16. 056 16. 089
21 16.073 16. 066 16. 083
22 16. 074 16. 063 16. 088
23 16.071 16. 064 16. 081
24 16. 076 16. 069 16. 086
25 16. 072 16. 063 16. 081
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Fig.1 Mean control chart of measurement results ( UCL is the upper control limit, LCL is the lower control limit, Avg is the mean value)

%2 MSE #1 RSD
Tab.2 Mean square errors and RSD

LA LN NnY
s VSE RSD/ s VISE RSD/
(No. of assay) "l Mo of assay) ”
AO1 1.223 5.9 Al6 0.83 4.9
A02 1.033 53 Al7 1.853 7.5
A03 0.951 4.9 Al8 2.685 8.3
AM4 1.438 6.3 Al9 1.255 5.9
A0S 1.937 7.5 A20 1.475 6.5
AO6 0. 366 3.2 A21 0.83 4.9
AO07 1. 699 6.6 A22 1. 131 5.4
A08 1.55 6.4 A23 2.254 8.3
A09 0.939 4.9 A4 0.939 4.8
A10 0.893 5.0 A25 L1455 5.6
All 0.494 3.7 A26 1. 001 5.1
Al2 1.528 6.7 A27 1.937 7.3
A3 0.4%2 3.5 A28 L0833 5.2
Al4 3.735 10.0 A29 1.043 5.5
AlS 0.752 4.6 A30 0.427 3.5
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