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solely on the basis of the carcinogenic or other toxic ef-

fect of saccharin as determined by any study made 

available to the Secretary before the date of the enact-

ment of this Act [Nov. 23, 1977] which involved human 

studies or animal testing, or both.’’ 
[Definition of ‘‘saccharin’’ as used in section 3 of Pub. 

L. 95–203, set out above, to include calcium saccharin, 

sodium saccharin, and ammonium saccharin, see Pub. 

L. 95–203, § 2(d), Nov. 23, 1997, 91 Stat. 1452.] 

§ 349. Bottled drinking water standards; publica-
tion in Federal Register 

(a) Except as provided in subsection (b) of this 
section, whenever the Administrator of the En-
vironmental Protection Agency prescribes in-
terim or revised national primary drinking 
water regulations under section 1412 of the Pub-
lic Health Service Act [42 U.S.C. 300g–1], the 
Secretary shall consult with the Administrator 
and within 180 days after the promulgation of 
such drinking water regulations either promul-
gate amendments to regulations under this 
chapter applicable to bottled drinking water or 
publish in the Federal Register his reasons for 
not making such amendments. 

(b)(1) Not later than 180 days before the effec-
tive date of a national primary drinking water 
regulation promulgated by the Administrator of 
the Environmental Protection Agency for a con-
taminant under section 1412 of the Safe Drink-
ing Water Act (42 U.S.C. 300g–1), the Secretary 
shall promulgate a standard of quality regula-
tion under this subsection for that contaminant 
in bottled water or make a finding that such a 
regulation is not necessary to protect the public 
health because the contaminant is contained in 
water in public water systems (as defined under 
section 1401(4) of such Act (42 U.S.C. 300f(4))) but 
not in water used for bottled drinking water. 
The effective date for any such standard of qual-
ity regulation shall be the same as the effective 
date for such national primary drinking water 
regulation, except for any standard of quality of 
regulation promulgated by the Secretary before 
August 6, 1996, for which (as of August 6, 1996) an 
effective date had not been established. In the 
case of a standard of quality regulation to which 
such exception applies, the Secretary shall pro-
mulgate monitoring requirements for the con-
taminants covered by the regulation not later 
than 2 years after August 6, 1996. 

(2) A regulation issued by the Secretary as 
provided in this subsection shall include any 
monitoring requirements that the Secretary de-
termines appropriate for bottled water. 

(3) A regulation issued by the Secretary as 
provided in this subsection shall require the fol-
lowing: 

(A) In the case of contaminants for which a 
maximum contaminant level is established in 
a national primary drinking water regulation 
under section 1412 of the Safe Drinking Water 
Act (42 U.S.C. 300g–1), the regulation under 
this subsection shall establish a maximum 
contaminant level for the contaminant in bot-
tled water which is no less stringent than the 
maximum contaminant level provided in the 
national primary drinking water regulation. 

(B) In the case of contaminants for which a 
treatment technique is established in a na-
tional primary drinking water regulation 
under section 1412 of the Safe Drinking Water 

Act (42 U.S.C. 300g–1), the regulation under 
this subsection shall require that bottled 
water be subject to requirements no less pro-
tective of the public health than those appli-
cable to water provided by public water sys-
tems using the treatment technique required 
by the national primary drinking water regu-
lation. 

(4)(A) If the Secretary does not promulgate a 
regulation under this subsection within the pe-
riod described in paragraph (1), the national pri-
mary drinking water regulation referred to in 
paragraph (1) shall be considered, as of the date 
on which the Secretary is required to establish 
a regulation under paragraph (1), as the regula-
tion applicable under this subsection to bottled 
water. 

(B) In the case of a national primary drinking 
water regulation that pursuant to subparagraph 
(A) is considered to be a standard of quality reg-
ulation, the Secretary shall, not later than the 
applicable date referred to in such subpara-
graph, publish in the Federal Register a notice— 

(i) specifying the contents of such regula-
tion, including monitoring requirements; and 

(ii) providing that for purposes of this para-
graph the effective date for such regulation is 
the same as the effective date for the regula-
tion for purposes of the Safe Drinking Water 
Act [42 U.S.C. 300f et seq.] (or, if the exception 
under paragraph (1) applies to the regulation, 
that the effective date for the regulation is 
not later than 2 years and 180 days after Au-
gust 6, 1996). 

(June 25, 1938, ch. 675, § 410, as added Pub. L. 
93–523, § 4, Dec. 16, 1974, 88 Stat. 1694; amended 
Pub. L. 104–182, title III, § 305, Aug. 6, 1996, 110 
Stat. 1684.) 

REFERENCES IN TEXT 

The Safe Drinking Water Act, referred to in subsec. 

(b)(4)(B)(ii), is title XIV of act July 1, 1944, as added 

Dec. 16, 1974, Pub. L. 93–523, § 2(a), 88 Stat. 1660, as 

amended, which is classified generally to subchapter 

XII (§ 300f et seq.) of chapter 6A of Title 42, The Public 

Health and Welfare. For complete classification of this 

Act to the Code, see Short Title note set out under sec-

tion 201 of Title 42 and Tables. 

AMENDMENTS 

1996—Pub. L. 104–182 substituted ‘‘(a) Except as pro-

vided in subsection (b) of this section, whenever’’ for 

‘‘Whenever’’ and added subsec. (b). 

BOTTLED WATER STUDY 

Pub. L. 104–182, title I, § 114(b), Aug. 6, 1996, 110 Stat. 

1641, provided that: ‘‘Not later than 18 months after the 

date of enactment of this Act [Aug. 6, 1996], the Admin-

istrator of the Food and Drug Administration, in con-

sultation with the Administrator of the Environmental 

Protection Agency, shall publish for public notice and 

comment a draft study on the feasibility of appropriate 

methods, if any, of informing customers of the contents 

of bottled water. The Administrator of the Food and 

Drug Administration shall publish a final study not 

later than 30 months after the date of enactment of 

this Act.’’ 

§ 350. Vitamins and minerals 

(a) Authority and limitations of Secretary; appli-
cability 

(1) Except as provided in paragraph (2)— 
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