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Study on the Test Method of D Value of Ethylene Oxide Detergent Biological Indicator

CAO Wei, SHEN Hong, LI Jue*, WU Xin, LIANG Fayong, LI Chao, SUN Han(Zhejiang Institute for Food and
Drug Control, Hangzhou 310052, China)

ABSTRACT: OBJECTIVE To research the test method for D value determination of ethylene oxide sterilization indicator.
METHODS The D value of products from different companies were determined by limited Sperman-Karber (LSKP) method
and proved by survival and killing time. The consistency of these two results indicated the validity of D value. If D value
couldn’t be proved by LSKP method, survival-curve method should be selected to examine D value. RESULTS Among the D
value of the 5 samples, three of them using LSKP method could be validated by survival and killing time. The results of other
two samples examined by survival-curve method were validated by survival and killing time successfully. CONCLUSION D
value is the key technical parameter to evaluate the product quality of ethylene oxide sterilization biological indicator. The results
of D value examined by LSKP method and survival-curve method show the difference. Survival and killing time is recommended
to be applied in validation to assure the accuracy of D value.
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Fig. 1 The structure of ethylene oxide biological indicator
evaluator resistometer vessel

A—exposure cabin; B—ethylene oxide gas concentration adjustment cabin;

C—ethylene oxide gas supply system; D-vacuum system;

D-humidification system.
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Tab. 2 The validation of LSKP method by survival and
killing time
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Tab. 4 The validation of survival-curve method by survival
and killing time
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