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1 Section 401 of Public Law 104–237 (21 U.S.C. 802 note).DIVERSION OF CERTAIN PRE-
CURSOR CHEMICALS. 

Comprehensive Methamphetamine Control Act of 1996-(RE-
TAIL SALES OF PSEUDOEPHEDRINE AND PHENYL-
PROPANOLAMINE) 

øCurrency: This publication is a compilation of the text of Section 401 of Public Law 
104–237. It was last amended by the public law listed in the As Amended 
Through note above and below at the bottom of each page of the pdf version and 
reflects current law through the date of the enactment of the public law listed at 
https://www.govinfo.gov/app/collection/comps/¿ 

øNote: While this publication does not represent an official version of any Federal 
statute, substantial efforts have been made to ensure the accuracy of its contents. 
The official version of Federal law is found in the United States Statutes at Large 
and in the United States Code. The legal effect to be given to the Statutes at 
Large and the United States Code is established by statute (1 U.S.C. 112, 204).¿ 

TITLE IV—LEGAL MANUFACTURE, DIS-
TRIBUTION, AND SALE OF PRE-
CURSOR CHEMICALS 

SEC. 401. 1 
(a) 

* * * * * * * 
(d) REGULATION OF RETAIL SALES.— 

(1) PSEUDOEPHEDRINE.— 
(A) LIMIT.— 

(i) IN GENERAL.—Not sooner than the effective 
date of this section and subject to the requirements of 
clause (ii), the Attorney General may establish by reg-
ulation a single-transaction limit of 24 grams of 
pseudoephedrine base for retail distributors. Notwith-
standing any other provision of law, the single-trans-
action threshold quantity for pseudoephedrine-con-
taining compounds may not be lowered beyond that 
established in this paragraph. 

(ii) CONDITIONS.—In order to establish a single- 
transaction limit of 24 grams of pseudoephedrine base, 
the Attorney General shall establish, following notice, 
comment, and an informal hearing that since the date 
of enactment of this Act there are a significant num-
ber of instances where ordinary over-the-counter 
pseudoephedrine products as established in paragraph 
(45) of section 102 of the Controlled Substances Act 
(21 U.S.C. 802(45)), as added by this Act, sold by retail 
distributors as established in paragraph (46) in section 
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2 Sec. 401 Comprehensive Methamphetamine Control Act of 1996... 

102 of the Controlled Substances Act (21 U.S.C. 
802(46)), are being widely used as a significant source 
of precursor chemicals for illegal manufacture of a con-
trolled substance for distribution or sale. 
(B) VIOLATION.—Any individual or business that vio-

lates the thresholds established in this paragraph shall, 
with respect to the first such violation, receive a warning 
letter from the Attorney General and, if a business, the 
business shall be required to conduct mandatory education 
of the sales employees of the firm with regard to the legal 
sales of pseudoephedrine. For a second violation occurring 
within 2 years of the first violation, the business or indi-
vidual shall be subject to a civil penalty of not more than 
$5,000. For any subsequent violation occurring within 2 
years of the previous violation, the business or individual 
shall be subject to a civil penalty not to exceed the amount 
of the previous civil penalty plus $5,000. 
(2) PHENYLPROPANOLAMINE.— 

(A) LIMIT.— 
(i) IN GENERAL.—Not sooner than the effective 

date of this section and subject to the requirements of 
clause (ii), the Attorney General may establish by reg-
ulation a single-transaction limit of 24 grams of phen-
ylpropanolamine base for retail distributors. Notwith-
standing any other provision of law, the single-trans-
action threshold quantity for phenylpropanolamine- 
containing compounds may not be lowered beyond that 
established in this paragraph. 

(ii) CONDITIONS.—In order to establish a single- 
transaction limit of 24 grams of phenylpropanolamine 
base, the Attorney General shall establish, following 
notice, comment, and an informal hearing, that since 
the date of enactment of this Act there are a signifi-
cant number of instances where ordinary over-the- 
counter phenylpropanolamine products as established 
in paragraph (45) of section 102 of the Controlled Sub-
stances Act (21 U.S.C. 802(45)), as added by this Act, 
sold by retail distributors as established in paragraph 
(46) in section 102 of the Controlled Substances Act 
(21 U.S.C. 802(46)), are being used as a significant 
source of precursor chemicals for illegal manufacture 
of a controlled substance in bulk. 
(B) VIOLATION.—Any individual or business that vio-

lates the thresholds established in this paragraph shall, 
with respect to the first such violation, receive a warning 
letter from the Attorney General and, if a business, the 
business shall be required to conduct mandatory education 
of the sales employees of the firm with regard to the legal 
sales of pseudoephedrine. For a second violation occurring 
within 2 years of the first violation, the business or indi-
vidual shall be subject to a civil penalty of not more than 
$5,000. For any subsequent violation occurring within 2 
years of the previous violation, the business or individual 
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shall be subject to a civil penalty not to exceed the amount 
of the previous civil penalty plus $5,000. 
(3) SIGNIFICANT NUMBER OF INSTANCES.— 

(A) IN GENERAL.—For purposes of this subsection, iso-
lated or infrequent use, or use in insubstantial quantities, 
of ordinary over-the-counter pseudoephedrine or phenyl-
propanolamine, as defined in section 102(45) of the Con-
trolled Substances Act, as added by section 401(b) of this 
Act, and sold at the retail level for the illicit manufacture 
of methamphetamine or amphetamine may not be used by 
the Attorney General as the basis for establishing the con-
ditions under paragraph (1)(A)(ii) of this subsection, with 
respect to pseudoephedrine, and paragraph (2)(A)(ii) of this 
subsection, with respect to phenylpropanolamine. 

(B) CONSIDERATIONS AND REPORT.—The Attorney Gen-
eral shall— 

(i) in establishing a finding under paragraph 
(1)(A)(ii) or (2)(A)(ii) of this subsection, consult with 
the Secretary of Health and Human Services in order 
to consider the effects on public health that would 
occur from the establishment of new single transaction 
limits as provided in such paragraph; and 

(ii) upon establishing a finding, transmit a report 
to the Committees on the Judiciary in both, respec-
tively, the House of Representatives and the Senate in 
which the Attorney General will provide the factual 
basis for establishing the new single transaction lim-
its. 

(4) DEFINITION OF BUSINESS.—For purposes of this sub-
section, the term ‘‘business’’ means the entity that makes the 
direct sale and does not include the parent company of a busi-
ness not involved in a direct sale regulated by this subsection. 

(5) JUDICIAL REVIEW.—Any regulation promulgated by the 
Attorney General under this section shall be subject to judicial 
review pursuant to section 507 of the Controlled Substances 
Act (21 U.S.C. 877). 
(e) EFFECT ON THRESHOLDS.—Nothing in the amendments 

made by subsection (b) or the provisions of subsection (d) shall af-
fect the authority of the Attorney General to modify thresholds (in-
cluding cumulative thresholds) for retail distributors for products 
other than ordinary over-the-counter pseudoephedrine or phenyl-
propanolamine products (as defined in section 102(45) of the Con-
trolled Substances Act, as added by this section) or for non-retail 
distributors, importers, or exporters. 

(f) COMBINATION EPHEDRINE PRODUCTS.— 
(1) IN GENERAL.—For the purposes of this section, com-

bination ephedrine products shall be treated the same as 
pseudoephedrine products, except that— 

(A) a single transaction limit of 24 grams shall be ef-
fective as of the date of enactment of this Act and shall 
apply to sales of all combination ephedrine products, not-
withstanding the form in which those products are pack-
aged, made by retail distributors or distributors required 
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to submit a report under section 310(b)(3) of the Controlled 
Substances Act (as added by section 402 of this Act); 

(B) for regulated transactions for combination ephed-
rine products other than sales described in subparagraph 
(A), the transaction limit shall be— 

(i) 1 kilogram of ephedrine base, effective on the 
date of enactment of this Act; or 

(ii) a threshold other than the threshold described 
in clause (i), if established by the Attorney General 
not earlier than 1 year after the date of enactment of 
this Act; and 
(C) the penalties provided in subsection (d)(1)(B) of 

this section shall take effect on the date of enactment of 
this Act for any individual or business that violates the 
single transaction limit of 24 grams for combination ephed-
rine products. 
(2) DEFINITION.—For the purposes of this section, the term 

‘‘combination ephedrine product’’ means a drug product con-
taining ephedrine or its salts, optical isomers, or salts of opti-
cal isomers and therapeutically significant quantities of an-
other active medicinal ingredient. 

* * * * * * * 
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