TITLE 25 HEALTH SERVICES

PART 1 DEPARTMENT OF STATE HEALTH SERVICES

CHAPTER 230 SPECIFIC ADDITIONAL REQUIREMENTS FOR DRUGS

SUBCHAPTER B LIMITATIONS ON SALES OF PRODUCTS CONTAINING
EPHEDRINE, PSEUDOEPHEDRINE, AND
NORPSEUDOEPHEDRINE

§230.11. General Provisions.

(a) Purpose and applicability. The purpose of this subchapter is to
implement the duties of the Department of State Health Services
(department) under the Health and Safety Code (HSC), Chapter 486,
relating to over-the-counter sales of ephedrine, pseudoephedrine, and
norpseudoephedrine.

(b) Definitions. The following words and terms, when used in this
subchapter, shall have the following meanings, unless the context
clearly indicates otherwise.

(1) Business establishment -- A retail distributor such as a
grocery store; general merchandise store; drug store; or other entity
or person, other than a licensed pharmacy, that engages in direct
sales to end-user consumers. A distributor who engages in greater
than 5% of gross annual sales of regulated products to other than
end-user consumers must obtain a license as a wholesaler under HSC,
Chapter 431, Subchapter I or Subchapter N.

(2) Department -- The Department of State Health Services.

[]
[]

(3)[] Pharmacy -- A person holding a current license to operate
a pharmacy issued by the Texas State Board of Pharmacy (Board of
Pharmacy) under Occupations Code, Chapter 560.

(4)[] Record of sale -- The paper or electronic documentation
prepared and maintained in compliance with §230.15 of this title
(relating to Records).

(5)[] Regulated products--Any compound, mixture, or
preparation containing any detectable amount of ephedrine,
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pseudoephedrine, or norpseudoephedrine, including its salts, optical
isomers, and salts of optical isomers. []

(6)[] Over-the-counter sale--The sale within any calendar day of
no more than 3.6 grams of ephedrine, pseudoephedrine,
norpseudoephedrine, or a combination of those substances; and within
any 30-day period, no more than nine grams of ephedrine,
pseudoephedrine, norpseudoephedrine, or a combination of those
substances to an individual.

(7)[1 "Real-time electronic logging system"--A system intended
to be used by law enforcement agencies and pharmacies or other
business establishments that:

(A) is installed, operated, and maintained free of any one-
time or recurring charge to the business establishment or to the state;

(B) is able to communicate in real time with similar
systems operated in other states and similar systems containing
information submitted by more than one state;

(C) complies with the security policy of the Criminal Justice
Information Services division of the Federal Bureau of Investigation;

(D) complies with information exchange standards adopted
by the National Information Exchange Model;

(E) uses a mechanism to prevent the completion of a sale
of a product containing ephedrine, pseudoephedrine, or
norpseudoephedrine that would violate state or federal law regarding
the purchase of a product containing those substances; and

(F) is equipped with an override of the mechanism
described in subparagraph (E) of this paragraph that:

(i) may be activated by an employee of a business
establishment; and

(ii) creates a record of each activation of the
override.
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(c) Persons who sell or distribute ephedrine, pseudoephedrine,
norpseudoephedrine or phenylpropanolamine may be subject to
additional federal statutes and regulations adopted thereunder.

[]
[]

[]
§230.15. Records.

(a) Before completing a sale of a regulated product, an employee with
authority to access regulated products must:

(1) require the person making the purchase to:

(A) display a driver's license or other form of government-
issued identification containing the person's photograph and indicating
that the person is 16 years of age or older; and

(B) sign for the purchase;

(2) make a record of the sale, using a format approved or
provided by the department for this purpose, that includes the name
and date of birth of the person making the purchase, the address of
the purchaser, the date and time of the purchase, the type of
identification displayed by the person and the identification number,
the product name for the item purchased, and the number of grams
purchased; and

(3) transmit the record of sales as required by §230.16 of this
title (relating to Real-Time Electronic Logging System).

(b) A business establishment may not sell to a person who makes
over-the-counter purchases of one or more products containing
ephedrine, pseudoephedrine, or norpseudoephedrine:

(1) within any calendar day, more than 3.6 grams of ephedrine,

pseudoephedrine, norpseudoephedrine, or a combination of those
substances; and
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(2) within any 30-day period, more than 9 grams of ephedrine,
pseudoephedrine, norpseudoephedrine, or a combination of those
substances.

(c) Except as provided by subsection (d) of this section, a business
establishment shall maintain each record made under subsection
(a)(2) of this section until at least the second anniversary of the date
the record is made and shall make each record available on request by
the department or any local, state, or federal law enforcement agency,
including the United States Drug Enforcement Administration.

(d) Subsection (c) of this section does not apply to a business
establishment that has used a real-time electronic logging system for
longer than two years.

(e) A business establishment that has used a real-time electronic
logging system for longer than two years shall destroy all paper
records maintained under this section unless the destruction is
otherwise prohibited by law.

§230.16. Real-Time Electronic Logging System.

(a) Before completing an over-the-counter sale of a product containing
ephedrine, pseudoephedrine, or norpseudoephedrine, a business
establishment that engages in those sales shall transmit the
information in the record made under §230.15(a)(2) of this title
(relating to Records) to a real-time electronic logging system.

(b) Except as provided by subsection (c) of this section, a business
establishment may not complete an over-the-counter sale of a product
containing ephedrine, pseudoephedrine, or norpseudoephedrine if the
real-time electronic logging system returns a report that the
completion of the sale would result in the person obtaining an amount
of ephedrine, pseudoephedrine, norpseudoephedrine, or a combination
of those substances greater than the amount described by §230.15(b)
of this title, regardless of whether all or some of the products
previously obtained by the buyer were sold at the establishment or
another business establishment.

(c) An employee of a business establishment may complete a sale
prohibited by subsection (b) of this section by using the override
mechanism described by §230.11(b)(7)[](F) of this title (relating to
General Provisions) only if the employee has a reasonable fear of
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imminent bodily injury or death from the person attempting to obtain
ephedrine, pseudoephedrine, or norpseudoephedrine.

(d) On request of the Department of Public Safety, the administrators
of a real-time electronic logging system shall make available to the
Department of Public Safety a copy of each record of an over-the-
counter sale of a product containing ephedrine, pseudoephedrine, or
norpseudoephedrine that is submitted by a business establishment
located in this state.

[]

(e)[1 On application by a business establishment that engages in over-
the-counter sales of products containing ephedrine, pseudoephedrine,
or norpseudoephedrine [], the department may grant that business
establishment a temporary exemption, not to exceed 180 days, from
the requirement of using a realtime electronic logging system under
this subchapter.

(f)[] A business establishment granted a temporary exemption under
this section must keep records of sales in the same manner required
under subsection (i) of this section for a business establishment that
experiences a mechanical or electronic failure of the real-time
electronic logging system.

(g)[]1 An exemption granted under this section does not relieve a
business establishment of any duty under this subchapter other than
the duty to use a real-time electronic logging system.

(h)[] If a business establishment that engages in over-the-counter
sales of a product containing ephedrine, pseudoephedrine, or
norpseudoephedrine experiences a mechanical or electronic failure of
the real-time electronic logging system, the business shall:

(1) maintain a written record or an electronic record made by
any means that satisfies the requirements of §230.15(a)(2) of this
title; and

(2) enter the information in the real-time electronic logging
system as soon as practicable after the system becomes operational.

(D)[] The administrators of a real-time electronic logging system must
comply with Health and Safety Code §486.0144 (relating to Online
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Portal), which requires providing real-time access to the information in
the system to the Department of Public Safety if the Department of
Public Safety executes a memorandum of understanding with the
administrators.

§230.17. Enforcement.

(@) The department may impose an administrative penalty for a
violation of the Health and Safety Code (HSC), Chapter 486, or this
subchapter.

(b) The amount of the administrative penalty may not exceed $1,000
per violation. Each day a violation continues or occurs is a separate
violation for purposes of imposing a penalty. The total amount of the
penalty assessed for a violation continuing or occurring on separate
days may not exceed $20,000.

(c) The amount of the penalty shall be based on:

(1) the seriousness of the violation, including the nature,
circumstances, extent, and gravity of the violation;

(2) the threat to health or safety caused by the violation;
(3) the history of previous violations;
(4) the amount necessary to deter a future violation;

(5) whether the violator demonstrated good faith, including good
faith efforts to correct the violation; and

(6) any other matter that justice may require.

(d) If the department initially determines that a violation has occurred,
the department will provide notice of the violation in writing to the
person. The person may respond to the notice in writing not later than
the 20th day after the date the person receives the notice, informing
the department that the person:

(1) accepts the determination and recommended penalty; or

(2) requests a hearing on the occurrence of the violation, the
amount of the penalty, or both.
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(e) If a person does not respond to the department's notice within 20
calendar days after receiving the notice, the department will issue an
order approving the determination by default.

(f) Hearings will be held at the State Office of Administrative Hearings
and will be conducted under Government Code, Chapter 2001.

§230.18. Privacy Protections.

(a) The privacy protections provided an individual under Title 21, Code
of Federal Regulations, §1314.45, apply to information entered or
stored in a real-time electronic logging system.

(b) A business establishment that engages in over-the-counter sales of
a product containing ephedrine, pseudoephedrine, or
norpseudoephedrine may disclose information entered or stored in a
real-time electronic logging system only to the United States Drug
Enforcement Administration and other federal, state, and local law
enforcement agencies.

(c) A business establishment that engages in over-the-counter sales of
a product containing ephedrine, pseudoephedrine, or
norpseudoephedrine may not use information entered or stored in a
real-time electronic logging system for any purpose other than for a
disclosure authorized by subsection (b) of this section or to comply
with the requirements of this subchapter

§230.19. Inspection

(a) The department may inspect a business establishment under this
chapter in order to implement and enforce this chapter

(b) The department shall collect fees for an inspection conducted to
enforce the laws and rules.

(b) A nonrefundable fee of $400 for an inspection conducted by the
department will be required.
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