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Cytotoxicity Evaluation on Hydrogels for Medical Devices based
on the International Organization for Standardization
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ABSTRACT - Hydrogels for medical devices such as hydrophilic dressing, moisturizing healing band, hydrophilic intra-
venous catheter and soft contact lens were evaluated for their cytotoxicity according to the International Organization for
Standardization (ISO) procedures. To test indirect cytotoxicity of hydrogel products, dissolution medium and dissolution
condition were selected based on the guideline for medical devices. Cytotoxicity was low in all the case of hydrogel prod-
ucts. Soft contact lens showed no significant difference in dissolution between complete medium and saline. Currently, there
is no specific guidelineto test hydrogel for medical devices in Korea with consideration of characteristics of hydrogel. Thus,
proper method of cytotoxicity evaluation should be selected depending on the characteristics and usages of hydrogels for

medical devices.

Key words—Hydrogel, International Organization for Standardization, Medical devices, Cytotoxicity
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Figure 1-Cytotoxicity of hydrogel for hydrophilic dressing product
(a) and moisturizing healing band (b) by ISO method. Each value
represents the meants.d. (n=4).
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Figure 2—Cytotoxicity of hydrogel for hydrophilic intravenous cath-
eter by ISO method. Each value represents the meants.d. (n=4).
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Figure 3—Cytotoxicity of hydrogel for soft contact lens by ISO
method. Each value represents the mean+s.d. (n=4). *p<0.05, saline
as a dissolution medium compared to complete medium.
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