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Abstract: Tattooing is a performance for decorative and cosmetic marking by placing permanent ink into
the skin. As the cultural meaning of tattoo in Korea is changing, the tattoo machines are widely spread
in permanent cosmetic market. Though the use of the tattoo machine was increased, the evaluation stan-
dards of tattoo machine were not existed. Korea Food and Drug Association regulated the electrical and
mechanical safety standards which were founded on the IEC 601-1 second edition. Also they regulated
the biological safety standards which were derived from the ISO 10993 series, however, these general
evaluations of common medical device were insufficient for evaluating tattoo machine. We developed the
standards of tattoo machine for safety and performance evaluation for tattoo machine by preliminary haz-
ard analysis in ISO 14971, The evaluation criteria of tattoo machines are focused on the mechanical inva-
sion. We suggested the additional evaluation items of the needle speed, length, vibration with general
evaluation criteria of common medical device. We anticipate that this research may be a primary stage
to figure a standard regulation and evaluation for tattoo machine.
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Table 2. Performance criteria of tattoo machine
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Fig. 1. Optical coherence tomography images. (a) normal skin
tissue, (b) tattooed skin tissue
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Fig. 2. Observation of tattooed skin of rabbit tissue. (a) Observation according to exposure length of needle, (b) Microscopic image,

(¢) Optical coherence image
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Table 3. Test results of accuracy and safety of needle speed
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Table 4. Test results of accuracy and safety of exposed needle
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Fig. 3. The measurement test of needle vibration. (a) High speed stimulation of company A, (b) Low speed stimulation of company
A, (¢) High speed stimulation of company B, {d) Low speed stimulation of company B
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