JUN 07 1985

Docket No. 030-03829 License No. 06-11703-02
MEMORANDUM FOR: James M. Taylor, Director, IE

FROM: Thomas E. Murley, Regional Administrator, Region 1
SUBJECT: PROPOSED ENFORCEMENT ACTION - CLAIROL INCORPORATED

Enclosed for your review and concurrence is a proposed enforcement action
(letter and Notice of Violation) for a violation involving the unauthorized use
of licensed material on humans by Clairol, Incorporated. Specifically, as
described in the enclosed inspection report, carbon-l14-labeled hair dyes had
been self-appiied to the forearms of human volunteers at Clairol's facilities
in Stamford, Connecticut.

Although the unauthorized use of licensed material on humans would normally be
classified at Sever‘iy Level III in accordance with Section C.3 of Supplement
VI of the Enforcement Policy, we propose classifying this violation at Severity
Level IV based on its low safety significance. A dose evaluation using sim=
plifying assumptions yielded an estimate of one microrem or less for each in-
dividual who self-applied the licensed material, an insignificant dose from a
radiological health and safety standpoint. Further, this activity was an ex-
tension of experimental studies conducted at the University of California's
Medical School in San Francisco using human volunteers. The studies in
California were authorized under the State of California Agreement State
License No. 1725-90 under the direction of a Human Use Committee. While such
studies were not authorized at the Clairol facility in Stamford, Connecticut,
the studies actually were of much lower frequency and of lower risk than those
conducted in Caiifornia.

You should te aware that the licensee's prior enforcement history is good (there
were no violations identified during the previous four NRC inspections). Further,
in this case, the licensee may have been misled into belfeving this practice

was acceptable. In their April 20, 1984 license renewal application, the

licensee indicated their belief that the use of trivial amounts of this

licensed material on humans was acceptable under the terms of the license.
However, the NRC did not communicate to the licensee that this understanding

was in error until the April 9, 1985 inspection.

ORIGINAL SIGNEL .-
JAMES M. ALLAN

4/ ; Thomas E. Murley
‘g  Regional Administrator

Enclosures: ‘ . (:>
1. Proposed Letter and Notice of Violation l 1

2, Region I Inspection Report No. 30-03829/85-01
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