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they are exempted, or until they are 
relabeled to comply with section 
502(f)(1) of the act. If, however, the 
drug is converted, compounded, or 
manufactured into a dosage form lim-
ited to prescription dispensing, no ex-
emption shall thereafter apply to the 
article unless the dosage form is la-
beled as required by section 503(b) and 
§§ 201.100 or 201.105. 

[41 FR 6911, Feb. 13, 1976] 

§ 201.128 Meaning of ‘‘intended uses’’. 
The words intended uses or words of 

similar import in §§ 201.5, 201.115, 
201.117, 201.119, 201.120, 201.122, and 
1100.5 of this chapter refer to the objec-
tive intent of the persons legally re-
sponsible for the labeling of an article 
(or their representatives). The intent 
may be shown by such persons’ expres-
sions, the design or composition of the 
article, or by the circumstances sur-
rounding the distribution of the arti-
cle. This objective intent may, for ex-
ample, be shown by labeling claims, ad-
vertising matter, or oral or written 
statements by such persons or their 
representatives. Objective intent may 
be shown, for example, by cir-
cumstances in which the article is, 
with the knowledge of such persons or 
their representatives, offered or used 
for a purpose for which it is neither la-
beled nor advertised; provided, how-
ever, that a firm would not be regarded 
as intending an unapproved new use for 
an approved drug based solely on that 
firm’s knowledge that such drug was 
being prescribed or used by health care 
providers for such use. The intended 
uses of an article may change after it 
has been introduced into interstate 
commerce by its manufacturer. If, for 
example, a packer, distributor, or sell-
er intends an article for different uses 
than those intended by the person from 
whom he or she received the article, 
such packer, distributor, or seller is re-
quired to supply adequate labeling in 
accordance with the new intended uses. 

[86 FR 41401, Aug. 2, 2021] 

§ 201.129 Drugs; exemption for radio-
active drugs for research use. 

A radioactive drug intended for ad-
ministration to human research sub-
jects during the course of a research 

project intended to obtain basic re-
search information regarding metabo-
lism (including kinetics, distribution, 
and localization) of a radioactively la-
beled drug or regarding human physi-
ology, pathophysiology, or bio-
chemistry (but not intended for imme-
diate therapeutic, diagnostic, or simi-
lar purposes), under the conditions set 
forth in § 361.1 of this chapter, shall be 
exempt from section 502(f)(1) of the act 
if the packaging, label, and labeling 
are in compliance with § 361.1(f) of this 
chapter. 

[41 FR 6911, Feb. 13, 1976] 

Subpart E—Other Exemptions 
§ 201.150 Drugs; processing, labeling, 

or repacking. 
(a) Except as provided by paragraphs 

(b) and (c) of this section, a shipment 
or other delivery of a drug which is, in 
accordance with the practice of the 
trade, to be processed, labeled, or re-
packed in substantial quantity at an 
establishment other than that where 
originally processed or packed, shall be 
exempt, during the time of introduc-
tion into and movement in interstate 
commerce and the time of holding in 
such establishment, from compliance 
with the labeling and packaging re-
quirements of sections 501(b) and 502 
(b), (d), (e), (f), and (g) of the act if: 

(1) The person who introduced such 
shipment or delivery into interstate 
commerce is the operator of the estab-
lishment where such drug is to be proc-
essed, labeled, or repacked; or 

(2) In case such person is not such op-
erator, such shipment or delivery is 
made to such establishment under a 
written agreement, signed by and con-
taining the post-office addresses of 
such person and such operator, and 
containing such specifications for the 
processing, labeling, or repacking, as 
the case may be, of such drug in such 
establishment as will insure, if such 
specifications are followed, that such 
drug will not be adulterated or mis-
branded within the meaning of the act 
upon completion of such processing, la-
beling, or repacking. Such person and 
such operator shall each keep a copy of 
such agreement until 2 years after the 
final shipment or delivery of such drug 
from such establishment, and shall 
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make such copies available for inspec-
tion at any reasonable hour to any offi-
cer or employee of the Department who 
requests them. 

(b) An exemption of a shipment or 
other delivery of a drug under para-
graph (a)(1) of this section shall, at the 
beginning of the act of removing such 
shipment or delivery, or any part 
thereof, from such establishment, be-
come void ab initio if the drug com-
prising such shipment, delivery, or part 
is adulterated or misbranded within 
the meaning of the act when so re-
moved. 

(c) An exemption of a shipment or 
other delivery of a drug under para-
graph (a)(2) of this section shall be-
come void ab initio with respect to the 
person who introduced such shipment 
or delivery into interstate commerce 
upon refusal by such person to make 
available for inspection a copy of the 
agreement, as required by such para-
graph (a)(2) of this section. 

(d) An exemption of a shipment or 
other delivery of a drug under para-
graph (a)(2) of this section shall expire: 

(1) At the beginning of the act of re-
moving such shipment or delivery, or 
any part thereof, from such establish-
ment if the drug comprising such ship-
ment, delivery, or part is adulterated 
or misbranded within the meaning of 
the act when so removed; or 

(2) Upon refusal by the operator of 
the establishment where such drug is 
to be processed, labeled, or repacked, 
to make available for inspection a copy 
of the agreement, as required by such 
clause. 

[41 FR 6911, Feb. 13, 1976, as amended at 64 
FR 400, Jan. 5, 1999] 

§ 201.161 Medical gases. 
(a) Oxygen, nitrogen, carbon dioxide, 

helium, and nitrous oxide gases in-
tended for drug use, and medically ap-
propriate combinations of any of these 
gases intended for drug use, are ex-
empted from the requirements of 
§ 201.100(b)(2) and (3), and (c)(1), pro-
vided that, where applicable, the re-
quirements of §§ 201.328 and 211.94(e)(2) 
of this chapter are met and the label-
ing bears, in addition to any other in-
formation required by the Federal 
Food, Drug, and Cosmetic Act, the fol-
lowing: 

(1)(i) In the case of oxygen, a warning 
statement providing that uninter-
rupted use of high concentrations of 
oxygen over a long duration, without 
monitoring its effect on oxygen con-
tent of arterial blood, may be harmful; 
that oxygen should not be used on pa-
tients who have stopped breathing un-
less used in conjunction with 
resuscitative equipment; and, in the 
case of oxygen that may be provided 
without a prescription for use in the 
event of depressurization or other envi-
ronmental oxygen deficiency, or for ox-
ygen deficiency or for use in emer-
gency resuscitation when administered 
by properly trained personnel, a warn-
ing statement providing that oxygen 
may be used for emergency use only 
when administered by properly trained 
personnel for oxygen deficiency and re-
suscitation, and that for all other med-
ical applications a prescription is re-
quired. 

(ii) In the case of nitrogen, carbon di-
oxide, helium, nitrous oxide, and medi-
cally appropriate combinations of any 
of the gases listed in paragraph (a) of 
this section, a warning statement pro-
viding that the administration of the 
gas or gas combination (as applicable) 
may be hazardous or contraindicated; 
and that the gas or gas combination (as 
applicable) should be used only by or 
under the supervision of a licensed 
practitioner who is experienced in the 
use and administration of the gas or 
gas combination (as applicable) and is 
familiar with the indications, effects, 
dosages, methods, and frequency and 
duration of administration, and with 
the hazards, contraindications, and 
side effects and the precautions to be 
taken. 

(2) Any needed directions concerning 
the conditions for storage and warn-
ings against the inherent dangers in 
the handling of the specific compressed 
gas. 

(b) [Reserved] 

[81 FR 81696, Nov. 18, 2016] 
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