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APPENDIX A

PERTINENT STATUTORY AND REGULATORY PROVISIONS
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I. Controlled Substances Act of 1970, 21 U.S.C. 88 801, et seq. (“CSA”)

21 U.S.C. § 822
§ 822. Persons required to register

(a) Period of registration
(1) Every person who manufactures or distributes any controlled
substance or list I chemical, or who proposes to engage in the
manufacture or distribution of any controlled substance or list |
chemical, shall obtain annually a registration issued by the Attorney
General in accordance with the rules and regulations promulgated by
him.
(2) Every person who dispenses, or who proposes to dispense, any
controlled substance, shall obtain from the Attorney General a
registration issued in accordance with the rules and regulations
promulgated by him. The Attorney General shall, by regulation,
determine the period of such registrations. In no event, however, shall
such registrations be issued for less than one year nor for more than
three years.

(b) Authorized activities

Persons registered by the Attorney General under this subchapter to
manufacture, distribute, or dispense controlled substances or list I chemicals
are authorized to possess, manufacture, distribute, or dispense such
substances or chemicals (including any such activity in the conduct of
research) to the extent authorized by their registration and in conformity
with the other provisions of this subchapter.

(d) Waiver

The Attorney General may, by regulation, waive the requirement for
registration of certain manufacturers, distributors, or dispensers if he finds it
consistent with the public health and safety.
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21 U.S.C. § 841
§ 841. Prohibited acts A

(a) Unlawful acts
Except as authorized by this subchapter, it shall be unlawful for any person
knowingly or intentionally--
(1) to manufacture, distribute, or dispense, or possess with intent to
manufacture, distribute, or dispense, a controlled substance; or
(2) to create, distribute, or dispense, or possess with intent to
distribute or dispense, a counterfeit substance.

21 U.S.C. § 877
§ 877. Judicial review

All final determinations, findings, and conclusions of the Attorney General
under this subchapter shall be final and conclusive decisions of the matters
involved, except that any person aggrieved by a final decision of the
Attorney General may obtain review of the decision in the United States
Court of Appeals for the District of Columbia or for the circuit in which his
principal place of business is located upon petition filed with the court and
delivered to the Attorney General within thirty days after notice of the
decision. Findings of fact by the Attorney General, if supported by
substantial evidence, shall be conclusive.

21 U.S.C. § 957
§ 957. Persons required to register

(a) Coverage

No person may--
(1) import into the customs territory of the United States from any
place outside thereof (but within the United States), or import into the
United States from any place outside thereof, any controlled substance
or list I chemical, or
(2) export from the United States any controlled substance or list I
chemical,
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unless there is in effect with respect to such person a registration issued by
the Attorney General under section 958 of this title, or unless such person is
exempt from registration under subsection (b).

(b) Exemptions
(1)....
(2) The Attorney General may, by regulation, waive the requirement
for registration of certain importers and exporters if he finds it
consistent with the public health and safety; and may authorize any
such importer or exporter to possess controlled substances or list I
chemicals for purposes of importation and exportation.

21 U.S.C. § 958

II.

§ 958. Registration requirements

(a) Applicants to import or export controlled substances in schedule I or II
The Attorney General shall register an applicant to import or export a
controlled substance in schedule I or II if he determines that such
registration is consistent with the public interest and with United States
obligations under international treaties, conventions, or protocols in effect on
May 1, 1971. . ..

CSA Regulations

21 C.F.R. § 1301.32

§ 1301.32 Action on applications for research in Schedule I substances.

(a) In the case of an application for registration to conduct research with
controlled substances listed in Schedule I, the Administrator shall process
the application and protocol and forward a copy of each to the Secretary of
Health and Human Services (Secretary) within 7 days after receipt. The
Secretary shall determine the qualifications and competency of the applicant,
as well as the merits of the protocol (and shall notify the Administrator of
his/her determination) within 21 days after receipt of the application and
complete protocol, except that in the case of a clinical investigation, the
Secretary shall have 30 days to make such determination and notify the
Administrator. The Secretary, in determining the merits of the protocol, shall
consult with the Administrator as to effective procedures to safeguard
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adequately against diversion of such controlled substances from legitimate
medical or scientific use. . . .

21 C.F.R. § 1307.03

I11.

§ 1307.03 Exceptions to regulations.

Any person may apply for an exception to the application of any provision
of this chapter by filing a written request with the Office of Diversion
Control, Drug Enforcement Administration, stating the reasons for such
exception. See the Table of DEA Mailing Addresses in § 1321.01 of this
chapter for the current mailing address. The Administrator may grant an
exception in his discretion, but in no case shall he/she be required to grant an
exception to any person which is otherwise required by law or the
regulations cited in this section.

Religious Freedom Restoration Act of 1993, 42 U.S.C. §§ 2000bb, ef segq.

(“RFRA”)

42 U.S.C. § 2000bb

§ 2000bb. Congressional findings and declaration of purposes

(a) Findings
The Congress finds that--

(1) the framers of the Constitution, recognizing free exercise of
religion as an unalienable right, secured its protection in the First
Amendment to the Constitution;

(2) laws “neutral” toward religion may burden religious exercise as
surely as laws intended to interfere with religious exercise;

(3) governments should not substantially burden religious exercise
without compelling justification;

(4) in Employment Division v. Smith, 494 U.S. 872 (1990) the
Supreme Court virtually eliminated the requirement that the
government justify burdens on religious exercise imposed by laws
neutral toward religion; and

(5) the compelling interest test as set forth in prior Federal court
rulings is a workable test for striking sensible balances between
religious liberty and competing prior governmental interests.
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(b) Purposes

The purposes of this chapter are--
(1) to restore the compelling interest test as set forth in Sherbert v.
Verner, 374 U.S. 398 (1963) and Wisconsin v. Yoder, 406 U.S. 205
(1972) and to guarantee its application in all cases where free exercise
of religion is substantially burdened; and
(2) to provide a claim or defense to persons whose religious exercise
is substantially burdened by government.

42 U.S.C. § 2000bb-1

§ 2000bb-1. Free exercise of religion protected

(a) In general

Government shall not substantially burden a person's exercise of religion
even if the burden results from a rule of general applicability, except as
provided in subsection (b).

(b) Exception
Government may substantially burden a person's exercise of religion only if
it demonstrates that application of the burden to the person--
(1) s in furtherance of a compelling governmental interest; and
(2) is the least restrictive means of furthering that compelling
governmental interest.

(¢) Judicial relief

A person whose religious exercise has been burdened in violation of this
section may assert that violation as a claim or defense in a judicial
proceeding and obtain appropriate relief against a government. Standing to
assert a claim or defense under this section shall be governed by the general
rules of standing under article III of the Constitution.

42 U.S.C. § 2000bb-3
§ 2000bb-3. Applicability

(a) In general

This chapter applies to all Federal law, and the implementation of that law,
whether statutory or otherwise, and whether adopted before or after
November 16, 1993.

AS
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(b) Rule of construction
Federal statutory law adopted after November 16, 1993, is subject to this
chapter unless such law explicitly excludes such application by reference to

this chapter.

A6



