§1308.41

Act [i.e., the mature stalks of such
plant, fiber produced from such stalks,
oil or cake made from the seeds of such
plant, any other compound, manufac-
ture, salt, derivative, mixture, or prep-
aration of such mature stalks (except
the resin extracted therefrom), fiber,
oil, or cake, or the sterilized seed of
such plant which is incapable of germi-
nation] and

(2) Not used, or intended for use, for
human consumption, has been exempt-
ed by the Administrator from the ap-
plication of the Act and this chapter.

(b) As used in this section, the fol-
lowing terms shall have the meanings
specified:

(1) The term processed plant material
means cannabis plant material that
has been subject to industrial proc-
esses, or mixed with other ingredients,
such that it cannot readily be con-
verted into any form that can be used
for human consumption.

(2) The term animal feed mixture
means sterilized cannabis seeds mixed
with other ingredients (not derived
from the cannabis plant) in a formula-
tion that is designed, marketed, and
distributed for animal consumption
(and not for human consumption).

(3) The term used for human consump-
tion means either:

(i) Ingested orally or

(ii) Applied by any means such that
THC enters the human body.

(4) The term intended for use for
human consumption means any of the
following:

(i) Designed by the manufacturer for
human consumption;

(i) Marketed for human consump-
tion; or

(iii) Distributed, exported, or im-
ported, with the intent that it be used
for human consumption.

(c) In any proceeding arising under
the Act or this chapter, the burden of
going forward with the evidence that a
material, compound, mixture, or prepa-
ration containing THC is exempt from
control pursuant to this section shall
be upon the person claiming such ex-
emption, as set forth in section
515(a)(1) of the Act (21 U.S.C. 885(a)(1)).
In order to meet this burden with re-
spect to a product or plant material
that has not been expressly exempted
from control by the Administrator pur-
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suant to §1308.23, the person claiming
the exemption must present rigorous
scientific evidence, including well-doc-
umented scientific studies by experts
trained and qualified to evaluate the
effects of drugs on humans.

[66 FR 51544, Oct. 9, 2001]
HEARINGS

§1308.41 Hearings generally.

In any case where the Administrator
shall hold a hearing on the issuance,
amendment, or repeal of rules pursuant
to section 201 of the Act, the proce-
dures for such hearing and accom-
panying proceedings shall be governed
generally by the rulemaking proce-
dures set forth in the Administrative
Procedure Act (5 U.S.C. 551-559) and
specifically by section 201 of the Act (21
U.S.C. 811), by 8§§1308.42-1308.51, and by
§§1316.41-1316.67 of this chapter.

§1308.42 Purpose of hearing.

If requested by any interested person
after proceedings are initiated pursu-
ant to §1308.43, the Administrator shall
hold a hearing for the purpose of re-
ceiving factual evidence and expert
opinion regarding the issues involved
in the issuance, amendment or repeal
of a rule issuable pursuant to section
201(a) of the Act (21 U.S.C. 811(a)). Ex-
tensive argument should not be offered
into evidence but rather presented in
opening or closing statements of coun-
sel or in memoranda or proposed find-
ings of fact and conclusions of law. Ad-
ditional information relating to hear-
ings to include waivers or modification
of rules, request for hearing, burden of
proof, time and place, and final order
are set forth in part 1316 of this chap-
ter.

[62 FR 13968, Mar. 24, 1997]

§1308.43 Initiation of proceedings for
rulemaking.

(a) Any interested person may sub-
mit a petition to initiate proceedings
for the issuance, amendment, or repeal
of any rule or regulation issuable pur-
suant to the provisions of section 201 of
the Act.

(b) Petitions shall be submitted in
quintuplicate to the Administrator in
the following form:
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