AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§1310.11

(c) The Administrator shall limit the
removal of a drug or group of drugs
from exemption under paragraph (a) of
this section to the most identifiable
type of the drug or group of drugs for
which evidence of diversion exists un-
less there is evidence, based on the pat-
tern of diversion and other relevant
factors, that the diversion will not be
limited to that particular drug or
group of drugs.

(d) Any manufacturer seeking rein-
statement of a particular drug product
that has been removed from an exemp-
tion may apply to the Administrator
for reinstatement of the exemption for
that particular drug product on the
grounds that the particular drug prod-
uct is manufactured and distributed in
a manner that prevents diversion. In
determining whether the exemption
should be reinstated the Administrator
shall consider:

(1) The package sizes and manner of
packaging of the drug product;

(2) The manner of distribution and
advertising of the drug product;

(3) Evidence of diversion of the drug
product;

(4) Any actions taken by the manu-
facturer to prevent diversion of the
drug product; and

(5) Such other factors as are relevant
to and consistent with the public
health and safety, including the factors
described in paragraph (a) of this sec-
tion as applied to the drug product.

(e) Within a reasonable period of
time after receipt of the application for
reinstatement of the exemption, the
Administrator shall notify the appli-
cant of his acceptance or non-accept-
ance of his application, and if not ac-
cepted, the reason therefor. If the ap-
plication is accepted for filing, the Ad-
ministrator shall issue and publish in
the FEDERAL REGISTER his order on the
reinstatement of the exemption for the
particular drug product, which shall in-
clude a reference to the legal authority
under which the order is based. This
order shall specify the date on which it
shall take effect. The Administrator
shall permit any interested person to
file written comments on or objections
to the order. If any such comments
raise significant issues regarding any
finding of fact or conclusion of law
upon which the order is based, the Ad-
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ministrator shall immediately suspend
the effectiveness of the order until he
may reconsider the application in light
of the comments and objections filed.
Thereafter, the Administrator shall re-
instate, revoke, or amend his original
order as he determines appropriate.

(f) Unless the Administrator has evi-
dence that the drug product is being di-
verted, as determined by applying the
factors set forth in paragraph (a) of
this section, and the Administrator so
notifies the applicant, transactions in-
volving a specific drug product will not
be considered regulated transactions
during the following periods:

(1) While a bonafide application for
reinstatement of exemption under
paragraph (d) of this section for the
specific drug product is pending resolu-
tion, provided that the application for
reinstatement is filed not later than 60
days after the publication of the final
order removing the exemption; and

(2) For a period of 60 days following
the Administrator’s denial of an appli-
cation for reinstatement.

(g) An order published by the Admin-
istrator in the FEDERAL REGISTER, pur-
suant to paragraph (e) of this section,
to reinstate an exemption may be
modified or revoked with respect to a
particular drug product upon a finding
that:

(1) Applying the factors set forth in
paragraph (a) of this section to the par-
ticular drug product, the drug product
is being diverted; or

(2) There is a significant change in
the data that led to the issuance of the
final rule.

[60 FR 32461, June 22, 1995, as amended at 62
FR 13968, Mar. 24, 1997; 67 FR 14862, Mar. 28,
2002]

§1310.11 Reinstatement of exemption
for drug products distributed under
the Food, Drug and Cosmetic Act.

(a) The Administrator has reinstated
the exemption for the drug products
listed in paragraph (e) of this section
from application of sections 302, 303,
310, 1007, and 1008 of the Act (21 U.S.C.
822-823, 830, and 957-958), to the extent
described in paragraphs (b), (¢), and (d)
of this section.

(b) No reinstated exemption granted
pursuant to 1310.10 affects the criminal
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liability for illegal possession or dis-
tribution of listed chemicals contained
in the exempt drug product.

(c) Changes in exempt drug product
compositions: Any change in the quan-
titative or qualitative composition,
trade name or other designation of an
exempt drug product listed in para-
graph (d) requires a new application for
reinstatement of the exemption.

(d) The following drug products, in
the form and quantity listed in the ap-
plication submitted (indicated as the
‘“‘date’’) are designated as reinstated
exempt drug products for the purposes
set forth in this section:

EXEMPT DRUG PRODUCTS

Supplier ‘ Product name Form Date

[Reserved]

[60 FR 32462, June 22, 1995]

§1310.12

(a) The chemical mixtures meeting
the criteria in paragraphs (c) or (d) of

Exempt chemical mixtures.

§1310.12

this section are exempted by the Ad-
ministrator from application of sec-
tions 302, 303, 310, 1007, and 1008 of the
Act (21 U.S.C. 822, 823, 830, 957 and 958)
to the extent described in paragraphs
(b) and (c) of this section.

(b) No exemption granted pursuant to
this §1310.12 or §1310.13 affects the
criminal liability for illegal possession,
distribution, exportation, or importa-
tion of listed chemicals contained in
the exempt chemical mixture or the
civil liability for unlawful acts related
to exempt chemical mixtures, includ-
ing distribution in violation of 21
U.S.C. 842(a)(11).

(c) Mixtures containing a listed
chemical in concentrations equal to or
less than those specified in the ‘‘Table
of Concentration Limits”’ are des-
ignated as exempt chemical mixtures
for the purpose set forth in this sec-
tion. The concentration is determined
for liquid-liquid mixtures by using the
volume or weight and for mixtures con-
taining solids or gases by using the
unit of weight.

TABLE OF CONCENTRATION LIMITS

DEA chem-
ical code Concentration Special conditions
number
List | Chemicals

N-Acetylanthranilic acid, its 8522 | 20% by Weight .................. Concentration based on any combination of N-
salts and esters. acetylanthranilic acid and its salts and esters.

Anthranilic acid, and its 8530 | 50% by Weight ................. Concentration is based on any combination of anthra-
salts and esters. nilic acid and its salts and esters.

Benzaldehyde .. 8256 | 50% by Weight or Volume.

Benzyl cyanide . . 8570 | 20% by Weight or Volume.

Ephedrine, its salts, optical 8113 | Not exempt at any con- Chemical mixtures containing any amount of ephed-
isomers, and salts of op- centration. rine and/or pseudoephedrine, and their salts, optical
tical isomers. isomers and salts of optical isomers are not exempt

due to concentration, unless otherwise exempted.

Ergonovine and its salts .... 8675 | Not exempt at any con- Chemical mixtures containing any amount of ergo-

centration. novine, including its salts, are not exempt.

Ergotamine and its salts .... 8676 | Not exempt at any con- Chemical mixtures containing amount of any ergot-

centration. amine, including its salts, are not exempt.

Ethylamine and its salts ..... 8678 | 20% by Weight or Volume | Ethylamine or its salts in an inert carrier solvent is not

considered a mixture. Concentration is based on
ethylamine in the mixture and not the combination
of ethylamine and carrier solvent, if any.

Hydriodic acid 6695 | 20% by Weight or Volume.

lodine . 6699 | 2.2 ... . | Calculated as weight/volume (w/v).

Isosafrole 8704 Concentration in a mixture cannot exceed 20% if

taken alone or in any combination with safrole.

Methylamine and its salts .. 8520 Methylamine or its salts in an inert carrier solvent is

not considered a mixture. Weight is based on meth-
ylamine in the mixture and not the combined weight
of carrier solvent, if any.

3,4-Methylenedioxyphenyl- 8502 | 20% by Weight.
2-propanone.

N-Methylephedrine, its 8115 | 0.1% by Weight ................. Concentration based on any combination of salts N-
salts, optical isomers, methylephedrine, N-methylpseudoephedrine and
and salts of optical iso- their salts, optical isomers and salts of optical iso-
mers. mers.
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