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Practical Application of Statistical Process Control and Process Capabxzility Index in Drug

Continuous Process Validation
LAN Zhiling
(Beijing Zhifei Lvzhu Biopharmaceutical Co. ,Lid. ,Beijing ,China 100176)
Abstract: Objective To investigate the practical application of statistical process control (SPC) and process capability index (PCI)
in drug continuous process validation. Methods Examples were given to introduce the application conditions, statistical process, and
expression significance of two statistical methods in continuous process verification. Results The data collection scope of continuous
process validation was defined, the statistical methods were selected and standards were formulated according to the collected data.
The statistical process, statistical results, trend analysis,and analysis frequency were summarized through examples by SPC and PCI,
and suggestions for corresponding adjustment of continuous process validation after changes in the life cycle were put forward.
Conclusion Drug quality control based on SPC and PCI can provide a reference for drug manufacturers and regulators.
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Tab.1 Content of polysaccharide in 40 batches of vaccines (pg/dose)

wgE AT ®T 8% RE AT HT 4%
201703001 12.6 | 201704011 13.1 | 201707021 12.5 | 201709031 12.2
201703002 13.4 | 201704012 13.2 | 201707022 12.0 | 201709032 12.2
201703003 12.7 | 201704013 13.1 | 201707023 13.0 | 201709033 12.8
201703004 13.0 | 201704014 12.8 | 201707024 12.9 | 201709034 12.6
201703005 13.4 | 20104015 12.9 | 201708025 12.7 | 201710035 12.2
201703006 12.3 | 201705016 12.7 | 201708026 12.9 | 201710036 12.8
201704007 12.5 | 201705017 13.1 | 201708027 12.8 | 201710037 12.7
201704008 12.4 | 201705018 12.7 || 201708028 12.6 | 201710038 12.5
201704009 13.1 | 201707019 12.0 | 201708029 12.7 | 201711039 12.3
201704010 13.4 | 201707020 12.7 | 201708030 12.6 | 201711040 12.3
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(11.700 - 14. 010) ]
Note:UCL is the upper control limit,and LCL is the lower control limit
(for Fig. 1-2).
Fig. 1 Single value control chart of 40 batches of conjugate

vaccines
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Fig.2 Single value control chart of three batches of process
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Tab.2 Process capability index and control capability
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Fig.3 Intergroup / intragroup capability for continuous process
validation (batch bumbers:201707021 — 201711040)
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