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4.5.6

Data

Data, including results with positive and negative control materials,is summarized in
tabular form, showing for each individual the irritation grading at 24 hours and 72
hours after patch removal and any other effects observed.
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4.5.7

Data evaluation/interpretation

The aim of this test is to determine whether a material presents as a significant skin
irritation potential hazard following acute exposure. Thus, if the material produces a
frequency of skin irritation in the test subjects which is similar to or greater than, the
positive control, it shall be regarded as a significant skin irritant. On the other band, if
it produces a frequency of skin irritation in the test subjects, which is substantially
and significantly less than the positive control, then it is not be regarded as a
significant skin irritant.
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Interpretation of results

the irritant potential of the product is expressed as percentage and is evaluated as
follows:

1. the number of reactions caused by the product to the total number of subjects.

2. The severity of the irritant reactions.
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The reaction of grade 1  (weakly positive reaction -usually characterized by mild
erythema and/or dryness across most of the treatment sites) , disappearing within
25 hours after the product has been removed,are not considered.

The reaction of grade 3  (Strongly positive reaction -strong and often spreading
erythema with oedema and/or eschar formation) are counted twice.

Irritant potential was calculated as the percentage of subjects that showed the
described degrees of irritant phenomena to the total number of subjects at different
time interval
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Results

Test Group
A total of 107 subjects completed the study, 73 females and 34 males; age range was
between 20 to 49 years, mean age was 30.17

Highest Irritant potential for 1% sodium dodecyl sulfate was 87.8%

(material is considered to be maximum irritant)

Highest Irritant Potential for 0.9% sodium chloride was 0.9%
(material is considered to be non irritant)
Highest irritant potential for test sample: natural sago hydrogel (H,0) was 1.8%

(material is considered to be non irritant)
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Conclusion

The application of the tested samples Natural sago hydrogel for 48 hours on 107
healthy subjects result in non irritant reaction
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