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Presentation abstract

“Strong sensitizer” is one of the seven categories of hazards defined under the Federal Hazardous
Substance Act (FHSA). The authority to administer the FHSA resided with the U.S. Food and
Drug Administration (FDA) until that authority was transferred to the U.S. Consumer Product
Safety Commission (CPSC, Commission) in 1973, shortly after the creation of CPSC in 1972. In
1986, the Commission issued arule clarifying the FHSA’ s “ strong sensitizer” definition with a
supplemental definition, as recommended by a Technical Advisory Panel on Allergic
Sensitization. The 1986 strong sensitizer supplemental definition was intended to clarify how
the statutory definition should be interpreted in view of the current scientific knowledge, and the
definition listed the factors the Commission would consider in determining whether a substance
isastrong sensitizer.

Recognizing that the science on sensitization had changed since the 1986 supplemental definition
was published CPSC staff convened an international panel of scientific experts from academia,
industry, and the federal government. CPSC convened the panel of experts to examine the
available scientific and medical information concerning sensitizers, and if deemed appropriate, to
propose revisions to the supplemental definition of “strong sensitizer.” In 2006, based on the
expert panel’sinput, CPSC staff developed and sought public comment on a draft technical
report proposing revisions to the supplemental definition. The technical report underwent U.S.
federal agency peer review aswell as external peer review. Reviewers were tasked with
evaluating CPSC staff’ s draft technical report and the report’ s appendices and assessing whether
the report reflected the current state of the science with regard to determining when a substance
isastrong sensitizer. CPSC staff revised and updated the draft technical report, taking into
consideration the comments from the peer review. In addition, based upon the public and peer
review comments, staff drafted arevision of the supplemental definition of the term “strong
sensitizer.” In February 2013, staff provided the Commission with a briefing package



recommending certain revisions to the supplemental definition. On March 12, 2013, the
Commission published a notice of proposed rulemaking (NPR), proposing to revise the FHSA
supplemental definition of “strong sensitizer,” as staff had recommended. Staff believed that the
proposed revision eliminated redundancy; removed subjective factors; incorporated new and
future technology that will be available within the next 5 years; ranked the criteriafor
classification of strong sensitizersin order of importance (e.g., human over animal data); defined
criteriafor “severity of reaction” (which is undefined in the existing definition and is a critical
consideration for declaration of a* strong sensitizer”); and indicated that a weight-of-evidence
approach will be used in the determining whether a substance is a“strong sensitizer.” Staff also
prepared a guidance document describing the factors staff considers when evaluating consumer
products that could contain a strong sensitizing substance; this guidance document is posted on
the CPSC’ s website.





