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REVIEW ADDITIONAL !NFORMATION- .

CoMMeNT; THE REGISTRANT HAS SUBMITTED HISTORICAL POSITIVE CONTROL DATA FROM
THE TESTING FACILITY WHERE THE DELAYED CONTACT HYPERSENSITIVITY STUDY ON |
Busan 11-M1 wAs PERFGRMED, IN ORDER TO UPGRADE THE STUDY. |HE DATA PROVIDED
ARE SUFFICIENT TO CHANGE THE STUDY CLASSIFICATION FROM SUPPLEMENTARY TO MINIMUM-

CONCLUS [ON

UNDER THEICONDITIONS 2F THE STuDY, Busad 1i-Ml was NOT sHOww TO BE A DERMAL
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