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Progress on the study of drug accelerated stability model
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[ Abstract] Objective: To review the progress on the study of drug accelerated stability models and search
for a more efficient, lower-cost and more reliable model. Methods: The study of drug stability is an indispensable
step in the process of drug development. The advantages and disadvantages of the currently used accelerated stability
models (ASMs) , including classical Arrhenius’ model, Waterman’s model and Clancy’s models, are compared from
the aspects of factors for consideration, extensiveness of suitable application for drug substances, length of experimental
period and accuracy of prediction. Results; There is only the effect of temperature which is considered in the classical
Arrhenius’ model, the experimental period is 3 ~6 months and even more and the range of application is narrow in
this model that only less than 50% of drug substances could be used to predict the stability correctly. The effects of
temperature and humidity on stability are taken into account in the Waterman’s model and Clancy’s models. The
experimental period needs only 2 ~3 weeks, in which nearly 71% of the stability of the temperature and humidity
influencing factors could be interpreted by Waterman’s model, while almost all of them could be interpreted by

Clancy’s model, and the accuracy of prediction is higher than that of Waterman’s model. Conclusion: Clancy’s

[BRE€TB] TEARASRGRAEAARELERLELELAR
[EEEAN] &m, %X AEALAE, ZEANFHZBERAALXHFANF @ HF A, E-mail: 18660581381@ 163. com,,
[BilEE] B34, 3, 2480, 22AFEZRATORRUN TS AT 2B AL, K EZEiE:(010)53851581 , E-mail ; tandj@ nifde. org. cn,

1990
@7‘ DEHAAE 2021 F£55 30 5 21 A



Chinese Journal of New Drugs 2021,30(21)

model is more efficient, lower-cost and more reliable model than the current model; but the Waterman model is

more widely used than the Clancy model.
[ Key words |

chemical thermodynamics
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