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Construction of Production Risk Management Evaluation Model Based on Changes and

Deviations in Annual Drug Reports
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Abstract : Objective
risks. Methods

2. Jiangsu Medical Products Administration,Nanjing,Jiangsu,China 210008 )
To provide a basis for drug regulatory departments to carry out regulatory activities based on production

Based on relevant laws, regulations, literature, descriptions of change and deviation in the annual drug reports of

manufacturing enterprises, the Delphi method was used to screen the indicators of risk management in drug manufacturing
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enterprises and establish an indicator system. The analytic hierarchy process was used to calculate the weights of each indicator by
the Python 3.9 software package. The fuzzy comprehensive evaluation method was used to establish a fuzzy judgment matrix and a
fuzzy evaluation model, and the verification test was conducted. Results A production risk three — level indicator system based on
changes and deviations was established, including two primary indicators (changes and deviations) , 15 secondary indicators, and
64 tertiary indicators. The annual drug reports of 10 enterprises were randomly selected, and eight out of the ten simulated data
met the threshold of risk management level (standard),with an accuracy rate of 80.00%. Conclusion The established model can

effectively evaluate the risk level of quality management in drug manufacturing enterprises, and provide quantifiable reference for

targeted inspections by drug regulatory departments.

Key words:change;deviation;risk management; manufacturing enterprise ;annual drug report;drug regulation
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Tab.5 Production risk three — level indicator system based on changes and deviations and relevant weights
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Tab. 6 Results of evaluation for simulated data from 10 enterprises

4> 2 5 TE(R) 1 2 (k) ZAIFMER

1 8(%)[0.111,0.174,0.115,0.000] 7(4#)[0.222,0.158,0. 188,0.032]  4[0.178,0. 164,0. 159,0. 019]
2 4(g)[0.168,0.189,0.043 1,0.000] 7(#)[0.222,0.158,0. 188,0.032]  4[0.204,0. 156,0. 146,0. 014]
3 17(%)[0. 116,0. 054,0. 197,0. 033 ] 5(#)10.294,0.084,0.201,0.021]  4£[0.223,0.072,0. 199,0. 026 ]
4 6()[0.171,0. 190,0. 039,0. 000 ] 13(¥)[0.000,0.220,0. 314,0. 065 £.[0.069,0. 208,0. 204,0. 039 ]
5 8(R)[0.058,0.248,0. 086 1,0. 008 ] 4(4#)[0.297,0.203,0.097,0. 004 ] R.[0.201,0.221,0.093,0. 005 ]
6 13(+)[0.111,0.092,0. 177,0. 020] 10( )[0. 074,0. 323,0. 203,0. 000 £.[0.089,0.230,0. 193,0. 008 ]
7 18(*#)[0.000,0.130,0.258,0.012] 15(*+)[0.077,0.118,0.286,0. 119] 0. 046,0. 123,0.275,0. 076 ]
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