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treated seed, the Food and Drug Ad-
ministration has encountered many 
cases where such surplus stocks of 
treated wheat, corn, oats, rye, barley, 
and sorghum seed had been mixed with 
untreated seed and sent to market for 
food or feed use. This has resulted in 
livestock injury and in legal actions 
under the Federal Food, Drug, and Cos-
metic Act against large quantities of 
food adulterated through such admix-
ture of poisonous treated seeds with 
good food. Criminal cases were brought 
against some firms and individuals. 
Where the treated seeds are promi-
nently colored, buyers and users or 
processors of agricultural food seed for 
food purposes are able to detect the ad-
mixture of the poisonous seed and thus 
reject the lots; but most such buyers, 
users, and processors do not have the 
facilities or scientific equipment to de-
termine the presence of the poisonous 
chemical at the time crops are deliv-
ered, in cases where the treated seeds 
have not been so colored. A suitable 
color for this use is one that is in suffi-
cient contrast to the natural color of 
the food seed as to make admixture of 
treated, denatured seeds with good food 
easily apparent, and is so applied that 
it is not readily removed. 

(b) On and after December 31, 1964, 
the Food and Drug Administration will 
regard as adulterated any interstate 
shipment of the food seeds wheat, corn, 
oats, rye, barley, and sorghum bearing 
a poisonous treatment in excess of a 
recognized tolerance or treatment for 
which no tolerance or exemption from 
tolerance is recognized in regulations 
promulgated pursuant to section 408 of 
the Federal Food, Drug, and Cosmetic 
Act, unless such seeds have been ade-
quately denatured by a suitable color 
to prevent their subsequent inad-
vertent use as food for man or feed for 
animals. 

(c) Attention is called to the labeling 
requirements of the Federal Hazardous 
Substances Act, where applicable to de-
natured seeds in packages suitable for 
household use. 

§ 2.35 Use of secondhand containers 
for the shipment or storage of food 
and animal feed. 

(a) Investigations by the Food and 
Drug Administration, the National 

Communicable Disease Center of the 
U.S. Public Health Service, the Con-
sumer and Marketing Service of the 
U.S. Department of Agriculture, and by 
various State public health agencies 
have revealed practices whereby food 
and animal feed stored or shipped in 
secondhand containers have been ren-
dered dangerous to health. Such con-
tamination has been the result of the 
original use of these containers for the 
storage and shipment of articles con-
taining or bearing disease organisms or 
poisonous or deleterious substances. 

(b) The Commissioner concludes that 
such dangerous or potentially dan-
gerous practices include, but are not 
limited to, the following: 

(1) Some vegetable growers and pack-
ers employ used poultry crates for 
shipment of fresh vegetables, including 
cabbage and celery. Salmonella orga-
nisms are commonly present on dressed 
poultry and in excreta and fluid 
exudates from dressed birds. Thus 
wooden crates in which dressed poultry 
has been iced and packed are potential 
sources of Salmonella or other 
enteropathogenic microorganisms that 
may contaminate fresh vegetables 
which are frequently consumed with-
out heat treatment. 

(2) Some potato growers and pro-
ducers of animal feeds use secondhand 
bags for shipment of these articles. 
Such bags may have originally been 
used for shipping or storing pesticide- 
treated seed or other articles bearing 
or containing poisonous substances. 
Thus these secondhand bags are poten-
tial sources of contamination of the 
food or animal feed stored or shipped 
therein. 

(c) In a policy statement issued April 
11, 1968, the Food and Drug Administra-
tion declared adulterated within the 
meaning of section 402(a) of the Fed-
eral Food, Drug, and Cosmetic Act 
shipments of vegetables or other edible 
food in used crates or containers that 
may render the contents injurious to 
health. This policy statement is ex-
tended so that the Food and Drug Ad-
ministration will regard as adulterated 
within the meaning of section 402(a) of 
the act shipments of vegetables, other 
edible food, or animal feed in used 
crates, bags, or other containers that 
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may render the contents injurious to 
health. 

Subparts C–E [Reserved] 

Subpart F—Caustic Poisons 

§ 2.110 Definition of ammonia under 
Federal Caustic Poison Act. 

For the purpose of determining 
whether an article containing ammo-
nia is subject to the Federal Caustic 
Poison Act, the ammonia content is to 
be calculated as NH3. 

Subpart G—Provisions Applicable 
to Specific Products Subject 
to the Federal Food, Drug, 
and Cosmetic Act 

§ 2.125 Use of ozone-depleting sub-
stances in foods, drugs, devices, or 
cosmetics. 

(a) As used in this section, ozone-de-
pleting substance (ODS) means any class 
I substance as defined in 40 CFR part 
82, appendix A to subpart A, or class II 
substance as defined in 40 CFR part 82, 
appendix B to subpart A. 

(b) Except as provided in paragraph 
(c) of this section, any food, drug, de-
vice, or cosmetic that is, consists in 
part of, or is contained in an aerosol 
product or other pressurized dispenser 
that releases an ODS is not an essen-
tial use of the ODS under the Clean Air 
Act. 

(c) A food, drug, device, or cosmetic 
that is, consists in part of, or is con-
tained in an aerosol product or other 
pressurized dispenser that releases an 
ODS is an essential use of the ODS 
under the Clean Air Act if paragraph 
(e) of this section specifies the use of 
that product as essential. For drugs, 
including biologics and animal drugs, 
and for devices, an investigational ap-
plication or an approved marketing ap-
plication must be in effect, as applica-
ble. 

(d) [Reserved] 
(e) The use of ODSs in the following 

products is essential: 
(1) Metered-dose corticosteroid human 

drugs for oral inhalation. Oral pressur-
ized metered-dose inhalers containing 
the following active moieties: 

(i) Beclomethasone. 

(ii) Dexamethasone. 
(iii) Flunisolide. 
(iv) Fluticasone. 
(v) Triamcinolone. 
(2) Metered-dose short-acting adrenergic 

bronchodilator human drugs for oral in-
halation. Oral pressurized metered-dose 
inhalers containing the following ac-
tive moieties: 

(i) Albuterol. 
(ii) Bitolterol. 
(iii) Metaproterenol. 
(iv) Pirbuterol. 
(v) Epinephrine. 
(3) [Reserved] 
(4) Other essential uses. (i) Metered- 

dose salmeterol drug products adminis-
tered by oral inhalation for use in hu-
mans. 

(ii) Metered-dose ergotamine tartrate 
drug products administered by oral in-
halation for use in humans. 

(iii) Anesthetic drugs for topical use 
on accessible mucous membranes of 
humans where a cannula is used for ap-
plication. 

(iv) Metered-dose cromolyn sodium 
human drugs administered by oral in-
halation. 

(v) Metered-dose ipratropium bro-
mide for oral inhalation. 

(vi) Metered-dose atropine sulfate 
aerosol human drugs administered by 
oral inhalation. 

(vii) Metered-dose nedocromil sodium 
human drugs administered by oral in-
halation. 

(viii) Metered-dose ipratropium bro-
mide and albuterol sulfate, in combina-
tion, administered by oral inhalation 
for human use. 

(ix) Sterile aerosol talc administered 
intrapleurally by thoracoscopy for 
human use. 

(f) Any person may file a petition 
under part 10 of this chapter to request 
that FDA initiate rulemaking to 
amend paragraph (e) of this section to 
add an essential use. FDA may initiate 
notice-and-comment rulemaking to 
add an essential use on its own initia-
tive or in response to a petition, if 
granted. 

(1) If the petition is to add use of a 
noninvestigational product, the peti-
tioner must submit compelling evi-
dence that: 
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