Final TSCA Section 5 (a)(2) Rule on
- Banzidino-based Chemical Substances

This TSCA Section 5 (a)(2) Significant New Usa Rule (SNUR) requines persans to
mwepammmmummmamm.mmmurpmngdm
benzidine-based chemiaal substances listed in the nde for any use lsted in tha rule as a
significant new use. This rule is part of an overall strategy EPAhnumuhg!tnaﬂﬁmﬂm

#

cancer nsk to workers from axpasure to benzidine-based chemical substances.

RULE REQUIREMENTS:

EPA is designating any use of the benzidine-based chemical substiinces listad in the
mh,mhmmhhmh,uawmmm The SNUR requires
persons to notify EPA through the submission of a Significent New Use Natice (SNUN) at
leust 80 days before commencing the manufacturs, import, of processing of the fIsted
bernzidine-beved chemical substances for any uss fisted in the SNUR as a significant new.
use.

A significant new use of the ksted benzidine-based chemical substancas is any use
ofher than ax: & reagent (o test for hydrogen percxdde in mifi; a reagerd to test for hydroges

'whhﬂmwﬂqﬂnm-ﬂnhMumhmm

an analytical standard, and the use of Colour index (C.1.) Direct Red 28 (Congo Rad, CAS
No. 573-58-0) as an indicator dye. |

NEED FOR INFORMATION:

EPAthmhmmhmmw
substances iated in the jule powe significant cancer risks t© humans and that the uses
governed Dy this rules may result in significent humen exposute. The required nptice provides
EPA with the opportunity 1o evaiuaie the intended e and ssaocisted activitos
substances can be re-introduced imo the markstplace and an opportunity to protect
potendislly adverse exposure before it can gocur.
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DISCUSIION
The benzidine-based substancas listed in the rule are used primarily In dyes.
However, the benzidine-based chemicil substances listed in the rule are no longer in
commerce In the U.S., excapt for use in small amounts for specific disgnostic purposes. i
fashion trands change and thesa substances wers put info commerce, theru would be
significant cancer toncems far workers who manufacture dyes or who weigh dyes at faciities
that use benzidine-based dyes, and also some concem for exposure to workers who operate

" dyeing machinery. This SNUR pravents these ¢chemical substances from re-entaring

commerce without prior notification of BPA

BACKGROUND

Concearns for tha use of benzidine as 3 dys fepdstock ware first mised in the last
century, when same workers manufachuring dyes developed bladder cances. Benzidine was
subsequently found to be a potent carcinogen in humans and animals. it was later
discovered that dyes derived from benzidine release free benzidine via metabolic pathways.

Animal bicassays by the National Cancer Institute (NC!) determined that sdministration of
mwmmmmumm.

Indmyhaswmhhuphuudmafmmmmﬁdm:uddmhl
substancas listed In the final rule, except for use in small amounts for specific diagnestic

usas: EPA is currently negoliating with the dye industry ¥o reduca the risks associated with
the related benzidine congener-based dyes.

HEALTH 8FFECTS _
mmm“mmwwmmﬁm

. cancer in humans, genanlly bellaved {5 be caussd through any routs of exposure.

Benzidine is classified by EPA a3 Group A, a human carcinogen (IRIS, 1896). Benzidine is
aiso claszifiad by the Intemational Agency for Research on Cancer (IARC) as a Group 1
carcinogen, which are chemicals known to cause cancer in humans and animals,

The American Conference of Governmenial Industrial Hyglenists (ACGIH) has
classified benzidine a3 a "confirmed human carcinogen® with no Threshald Limit
assigned, and hss recommended that "all exposure to benzidine should be kept o an
absolute minimum® (ACGIH 1991). Because benzidine can only be isclated as 3 salt, and
anMwmmmmmmmmmmaﬁ
including benzdine aalts.

Based on NTP cancer bionssays and bicavailabiiity studies of certain berzidine-besed
dyes, IARC has cigssified these dyes as Group 2A chemicals, which are carcinoganic o
animais and probably carcinogenia to humans. Given the consistent resyits from testing.

these dyes, the entire class of benzidine-based dyes are sxpected to hive a similar degres
ofm.bndonmm:mt

FOR MORE INFORMATION

For genral information about this nse, contact the TSCA Hotine, Taiephone: (202)354-

1404, TDD: (202)554-0581, amai: TSCAHoGne@epamai.epa.gov. For technical

information about this rute, contact Keren Lannon, Telephone: (202)260-2797, emai
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