
238 

21 CFR Ch. I (4–1–14 Edition) § 109.4 

not the result of environmental, agri-
cultural, industrial, or other contami-
nation. 

(d) An added poisonous or deleterious 
substance is a poisonous or deleterious 
substance that is not a naturally oc-
curring poisonous or deleterious sub-
stance. When a naturally occurring 
poisonous or deleterious substance is 
increased to abnormal levels through 
mishandling or other intervening acts, 
it is an added poisonous or deleterious 
substance to the extent of such in-
crease. 

(e) Food includes human food and 
substances migrating to food from 
food-contact articles. 

§ 109.4 Establishment of tolerances, 
regulatory limits, and action levels. 

(a) When appropriate under the cri-
teria of § 109.6, a tolerance for an added 
poisonous or deleterious substance, 
which may be a food additive, may be 
established by regulation in subpart B 
of this part under the provisions of sec-
tion 406 of the act. A tolerance may 
prohibit any detectable amount of the 
substance in food. 

(b) When appropriate under the cri-
teria of § 109.6, and under section 
402(a)(1) of the act, a regulatory limit 
for an added poisonous or deleterious 
substance, which may be a food addi-
tive, may be established by regulation 
in subpart C of this part under the pro-
visions of sections 402(a)(1) and 701(a) of 
the act. A regulatory limit may pro-
hibit any detectable amount of the sub-
stance in food. The regulatory limit es-
tablished represents the level at which 
food is adulterated within the meaning 
of section 402(a)(1) of the act. 

(c)(1) When appropriate under the cri-
teria of § 109.6, an action level for an 
added poisonous or deleterious sub-
stance, which may be a food additive, 
may be established to define a level of 
contamination at which a food may be 
regarded as adulterated. 

(2) Whenever an action level is estab-
lished or changed, a notice shall be 
published in the FEDERAL REGISTER as 
soon as practicable thereafter. The no-
tice shall call attention to the mate-
rial supporting the action level which 
shall be on file with the Division of 
Dockets Management before the notice 

is published. The notice shall invite 
public comment on the action level. 

(d) A regulation may be established 
in subpart D of this part to identify a 
food containing a naturally occurring 
poisonous or deleterious substance 
which will be deemed to be adulterated 
under section 402(a)(1) of the act. These 
regulations do not constitute a com-
plete list of such foods. 

[42 FR 52819, Sept. 30, 1977, as amended at 55 
FR 20785, May 21, 1990] 

§ 109.6 Added poisonous or deleterious 
substances. 

(a) Use of an added poisonous or dele-
terious substance, other than a pes-
ticide chemical, that is also a food ad-
ditive, will be controlled by a regula-
tion issued under section 409 of the act 
when possible. When such a use cannot 
be approved under the criteria of sec-
tion 409 of the act, or when the added 
poisonous or deleterious substance is 
not a food additive, a tolerance, regu-
latory limit, or action level may be es-
tablished pursuant to the criteria in 
paragraphs (b), (c), or (d) of this sec-
tion. Residues resulting from the use of 
an added poisonous or deleterious sub-
stance that is also a pesticide chemical 
will ordinarily be controlled by a toler-
ance established in a regulation issued 
under sections 406, 408, or 409 of the act 
by the U.S. Environmental Protection 
Agency (EPA). When such a regulation 
has not been issued, an action level for 
an added poisonous or deleterious sub-
stance that is also a pesticide chemical 
may be established by the Food and 
Drug Administration. The Food and 
Drug Administration will request EPA 
to recommend such an action level pur-
suant to the criteria established in 
paragraph (d) of this section. 

(b) A tolerance for an added poi-
sonous or deleterious substance in any 
food may be established when the fol-
lowing criteria are met: 

(1) The substance cannot be avoided 
by good manufacturing practice. 

(2) The tolerance established is suffi-
cient for the protection of the public 
health, taking into account the extent 
to which the presence of the substance 
cannot be avoided and the other ways 
in which the consumer may be affected 
by the same or related poisonous or 
deleterious substances. 
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(3) No technological or other changes 
are foreseeable in the near future that 
might affect the appropriateness of the 
tolerance established. Examples of 
changes that might affect the appro-
priateness of the tolerance include an-
ticipated improvements in good manu-
facturing practice that would change 
the extent to which use of the sub-
stance is unavoidable and anticipated 
studies expected to provide significant 
new toxicological or use data. 

(c) A regulatory limit for an added 
poisonous or deleterious substance in 
any food may be established when each 
of the following criteria is met: 

(1) The substance cannot be avoided 
by current good manufacturing prac-
tices. 

(2) There is no tolerance established 
for the substance in the particular food 
under sections 406, 408, or 409 of the act. 

(3) There is insufficient information 
by which a tolerance may be estab-
lished for the substance under section 
406 of the act or technological changes 
appear reasonably possible that may 
affect the appropriateness of a toler-
ance. The regulatory limit established 
represents the level at which food is 
adulterated within the meaning of sec-
tion 402(a)(1) of the act. 

(d) An action level for an added poi-
sonous or deleterious substance in any 
food may be established when the cri-
teria in paragraph (b) of this section 
are met, except that technological or 
other changes that might affect the ap-
propriateness of the tolerance are fore-
seeable in the near future. An action 
level for an added poisonous or delete-
rious substance in any food may be es-
tablished at a level at which the Food 
and Drug Administration may regard 
the food as adulterated within the 
meaning of section 402(a)(1) of the act, 
without regard to the criteria in para-
graph (b) of this section or in section 
406 of the act. An action level will be 
withdrawn when a tolerance or regu-
latory limit for the same substance and 
use has been established. 

(e) Tolerances will be established 
under authority appropriate for action 
levels (sections 306, 402(a), and 701(a) of 
the act, together with section 408 or 409 
of the act, if appropriate) as well as 
under authority appropriate for toler-
ances (sections 406 and 701 of the act). 

In the event the effectiveness of a tol-
erance is stayed pursuant to section 
701(e)(2) of the act by the filing of an 
objection, the order establishing the 
tolerance shall be deemed to be an 
order establishing an action level until 
final action is taken upon such objec-
tion. 

[42 FR 52819, Sept. 30, 1977, as amended at 55 
FR 20785, May 21, 1990] 

§ 109.7 Unavoidability. 
(a) Tolerances and action levels in 

this part are established at levels based 
on the unavoidability of the poisonous 
or deleterious substance concerned and 
do not establish a permissible level of 
contamination where it is avoidable. 

(b) Compliance with tolerances, regu-
latory limits, and action levels does 
not excuse failure to observe either the 
requirement in section 402(a)(4) of the 
act that food may not be prepared, 
packed, or held under insanitary condi-
tions or the other requirements in this 
chapter that food manufacturers must 
observe current good manufacturing 
practices. Evidence obtained through 
factory inspection or otherwise indi-
cating such a violation renders the 
food unlawful, even though the 
amounts of poisonous or deleterious 
substances are lower than the cur-
rently established tolerances, regu-
latory limits, or action levels. The 
manufacturer of food must at all times 
utilize quality control procedures 
which will reduce contamination to the 
lowest level currently feasible. 

[42 FR 52819, Sept. 30, 1977, as amended at 55 
FR 20785, May 21, 1990] 

§ 109.15 Use of polychlorinated 
biphenyls (PCB’s) in establishments 
manufacturing food-packaging ma-
terials. 

(a) Polychlorinated biphenyls (PCB’s) 
represent a class of toxic industrial 
chemicals manufactured and sold under 
a variety of trade names, including: 
Aroclor (United States); Phenoclor 
(France); Colphen (Germany); and 
Kanaclor (Japan). PCB’s are highly sta-
ble, heat resistant, and nonflammable 
chemicals. Industrial uses of PCB’s in-
clude, or did include in the past, their 
use as electrical transformer and ca-
pacitor fluids, heat transfer fluids, hy-
draulic fluids, and plasticizers, and in 
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