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of preservatives ueed 1n cosmetics. S. 236.5 4108. not provide FDA
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Many of the colon used 10 coal tar hair dyes are ktunnl to cause
or suspected of causing _ar lU1d there are iadications that these
colors lIay be abaorbed through tbe scalp, thereby posins a poteatial
nasaI'd to c_umen. Exemptiolls granted to eeal tar hair dy8a under
sectioull 601(a) aDd 601(e) of tbe rD&C Act Clul"l'etly p1'_t FDA f1'Olll
effeetlvely regul.atlag these dyes. Uthough S. 2365 would repeal £he
601(.) 8xempt1oll,the 601{e) e%elllPtlou gould rema1D ia effect•.

Siace July 12, 1960, the cow .-dditivell amead'Jlleots to the F!l&C
Act have relluired the estabUshment of regulations listing color
addttlvu that are eaf. fo\' ue 111 f004, dYUee. and ._t1C8. Under
these 8lI8Ild_ta. FDA IllII8t approve a color additive for safety before
It. use ia cO'lIIeties f.8 pentttted. llowever, section 601(e) of the Act
eUlllpta coal tar hair dyes frOlll theBe r8lluirements.

We believe that coal tar \1air dyes should be subject to the same
regulatiOll and safety alll'raiaal as otbar ClOBllet:f.ea. Our report of
December 6, 1977, to tbe Chairlaan of the Subcollllll1ttee otI Oversigbt and
Iuveatipt1ona. Collllll1ttee on Intenta.te and rorell!l1 C_rce•. Un1.ted
States Howle of RepreaAlltatives. entitled "C_ar aDel Coal Tar !)yes:
An Unl'8gulatec! llazard to ConeUlllerrJ," recOlllI1!ended that the Conp'el!llil
re1>84l tlle uemptlODll in both aellti01l8 601(a) and 601(6) of the Pn&C
Act to enable FDA to better 1'el!Ulate coal tar hair dyes. Wo therefore
rec01lllllGlld that S. 236S be a:nended to repeal the 8X8lllptlOlS ill sect1o1l
601(e).

We have rllVieved S. 2365, a bill to 8lIlel1d the federal rood, 'rug,
aod Cosmetic Act (FI:l&C Ac:t) with respect to COSlI:8t1c .afety, ••
requested by YOIn' letter of January U, 1978. We beUeve the bill
cou1O b. streugtbeaed by p'rOViding tbe 'FolJd and Imlg AJltdtJ1stration
(FDA) add1ttcmal authority to regulate coal tar hair dyee 8Ild eosmetic
preservatives.

The 1I000orable Hard.on A.. Willi••• Jr.
ChairDIlU1, COIllDlittee OIl H\IIllllJl 1l.eIIourcea
Uoite4 States Senate
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authority to require manufacturers to prove the effectiveness of
praservotlvee used in cosmetics to prevent the growth of potentially
harmful mlcroorganiwme. ~e cosmetics that are free of microorganisma
"ohsn tho product is marketed can becOllle cOIltamiJlated with patho~enic

organ1ama during use because they do not contain aD effective
pruervati:te. :rnA could hetter illlJUre the safety of eye makeup and
other cosmetics providing a good med'Alm for microbial cOntamination
if it had authority to require lllanUfacturellS to jlrove the effective­
nees of the preservlltlves used in their products. l,e reemmnend that
the cOl!llll:1tte8 amend the bill to provide J1'DA such authority.

Sincerely yours •

•
__·.!I'·'ll....i""·~T.J:R

. _ ~ CO!lIJ.ltroller General
:S£2, of t.'le United States
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