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'DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
* FOOD AND DRUG Anums'{xzzgnou
{21 CFR Parcts 3, 121, Alial )
POLYCHiORINATED BIPHENYLS (fcn's)

NOTICE OF PROPOSED RULE MAKING

*  The Commissioner of Foo@ and ﬁrugé is concerned about the
problems of contamination of food with polychlorinated biphenils
(PCB's) arising indirectly from the use of PCB-contaminated animal
feed, from industrial and environmental sourceﬁ, Qnd from thé use
of PCB-contaminated f;per food-packaging materiéls. No authorization
has been granted under the Federal Food, Drug, and Cosmetic Act for
any use of PCB's which results, either directly or indirectly, in
PCB's becoming. a compqnent or otherwise affecting the characteristics
of food for man or other animals.

PCB's have been produced since 1929 and have been employeéd in
a wide range of industrial uses including heat exchange liquids in
pasteurization equipment; formulations in lubricants and hydraulic
fluids; and ingredients of paints, plastics, resins, inks, waxes,
adhesives, rubber, asphalt, aﬂd”various building materials. PCB's
are toxic substances which are very stable and highly persistent in
the environment. Because of their widespread use, PCB's have been
found in foocd as a result of avuidable industrial accidents and

of environmental or industrial contamination.
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Although it 1is not po#sible to remove PCB's from the environment,
the Commissioner of Food and Drugs is taking all reasonable steps to
Yimit the ways in which I'CB's may othcerwise contaminate food and to
1imit the level of PCB's in foods containing unavoidable PCB residues
from environmental or industrial sources,

The Food and Drug Administration has been conducting a national
survey to ‘determine the extent and levels to which complete animal |
feeds are contaminated with PCB's, The survey results available to
date show that less than 5 percent of the animal feeds sampled contain

PCB's, Levels range from no detectable contamination to a maximum PCB

level of 0.6 parts per million, It appcnrb that complete animal feceds

are not a significant source of PCB's for food-producing animals and
that PCB contamination of feceds for food-producing animals can generally
be attributed to avoidable industrial accidents and practices. Inves-
tigations by FDA have revealed the use of PCB's in heat exchange fluids
used in certain pasteurization equipment. Although heat exchange fluids
in such equipment are considered to be in "closed systems," accidents
have occurred that resulted in direct contamination of animal feed with
PCB's and subsequently in cont;mination of food products such as poultry
and eggs intended for human consumption, The use of PCB-containing

coatings on the inner walls of silos has resultcd in the contamination

of silage which has in turn caused PCB rcsiducs in the milk of dairy
cows, It is suspected that other industrial uscs of PCB's have also
resulted fn the PCB contamination of arimal fced and food for human

consumption during processing and manufacturing,
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Investigations have also revealed PCB migration to food

resultihg from the use of PCB-containing paper food-packaging
—

m———

material. This problem is being intensively studied by FDA and
the paper and food industries. fhese studies show that paper for
food-packaging materials, whether manufactured from recycled paper
or virgin stock, may contain PCB's. The source of PCB's in
recycied paper is attribqted to the use of certain kinds of copying
paper and printing ink. While the source of PCB's in virgin stock .
is not as well defined, it is generally attributed to the presence
of PCB's in the equipment, machinery, and water used for the
manufacturing of these materials and to environmental contamination.
The level of PCB contamination of foods from packaging materials
is dependent upon many factors (e.g., levels of PCB's in food-
packaging materials, type ofrfood, length of storage). This is
shown by the results of a national survey conducted by FDA, which
revealed that even though 67 percent of the complete food packaging

tested contained PCB's at levels as high as 338 parts per million,

only 19 percent of the foods in these packages contained PCB's,

The average PCB concentration in food was 0.1 paft per million, and

the maximum PCB level found was 5 parts per million. The survey

further showed that 75 percent of the food product in packaged

infont cecreal samples contained PCB’s. The average PCB concentration

in the q&f&fﬁ was 0.3 part per million, and the maximum PCB levél

found was 1 part per million.
————
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Other information which became availabie subsequent to the FDA
survey shows a contiﬁuing and substantial reduction in the PCB
concentrations of paper-packaging materials. For example, data on
recycled paperboard currently béing produced show that 95 percent
of the gsamples examined contained less than 5 parts per million;
data on the same type of material manufactured during 1970 and 1971
show that only 18 percent of the samples examined céntained less
than 5 parts per million. .

Other investigations show thé presence of PCB residues in
fresh water fish and in some foods of animal origin. The source
of these residues is attributed in part to environmental contamination
auch as discharges of PCB waste effluents into water and air.

Based on FDA total diet studies, the dietary intake of PCB's
appears to be of a low order. The 900 food composites analyzed
for PCB's in the total diet market basket samples for the past
tvo and a half years showed 54 of the food composites to comtain
PCB residues. Calculated on the basis of dietary intake, the
average PCB level found in.the market baskets was less than 0.0001
milligram per kilogram of body weight per day. The wmarket basket
samples represent a high consumption diet which is approximately
twice the normal diet, ’

Knowlecdge of the toxicological effects of PCB's i3 limited at

thig time. Available information indicates that PCB's are classificd

as keing of moderate acute toxicity. As a point of compariston,
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DDT has a higher acute toxicity than PCB's. In contrast to the

recognized moderate acute toxicity of PCB's, the aspects of PCB-
chronic toxicity, including mutagenicity and teratogenicity are at
present not well defined and thus are potentially of greater concern.
The chronic toxicity of PCB's is ﬁeing extensively studied by the
government, industry, and the.sc;entific community. Preliminary
reports and observations indicate that it would be p}udent to

reduce and, wherever possible, eliminate iong—term. low-level

human exposure to PCB's.

On the basis of these investigations and other available informa-
tion, including the report of the Interdepartmental PCB Task Force,
the current dietary level of PCB's is not considered an immediate
hazard to the public health. However, the Commissioner concludes
that the sources and levels of PCB's in animal feeds, feed cotponents,
and food for human use can and should be significantly reduced or
eliminated so as to minimize the overall long-term human exposure
to PCB's. Accordingly, the Commissioner makes the following
proposals: g

1. Part 3 should be amended to (ai provide special provisions
to preclude the direct accidental PCB contamination of animal fced
end (b) to provide Qpecial provisions to.preclude the direct accidental
PCB contamination of food-packaging materials,

2, Scction 128.4 should be amended by adding special provisious

to preclude the dircct accidental PCB contamination of food.
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(e) Finished Animal Feed 0.5 ppa

(f) Animal Feed Components 5.0 ppm

(including f[ishmeal)
(g) Fish B  - 5.0 ppm (edible portion)
(h) Infant and Junior Foods 0.1 ppm’ .
(1) Food-Packaging Material " 5.0 ppm

Since PCB’s are very gtable and highly persisﬁent in the

environment, any disposal of PCB's should be accomplished by

.appropriate high temperature degradation or other appropriate

means in order to avoid any ehvironmen:gl contanination which
could affect food subject go the Federai Food, Drug, and
poémetic Act or which could otherwise adversely affect the
ehvironment,

Therefore.‘pursuant to provisions of the Federal Food, Drug,
and Cosmetic Act (secs. 402(a), 406, 409, 701, 52 Stat. 1046 as
amended, 1049, 1055-56 as amended by 70 Stat. 919 and 72 Stat.
948, 72 Stat. 1785-88 as amended; 21 U.S.C. 342(a), 346, 348,
371) and under authority delegaied to him (21 CFR 2.120), the
éommiss{oner proposes to amend Parts 3, 121, and 128 and to

establish a new Part 122, as follows:

1, By adding the following new sections to Part 3:

8 3. Use of polychlorinated biphenyls (PCB's) in the production

and storage of animal feed.
(a) Investigations by the Food and Druz Adminlstratfon have

revealed use of PCB's in lLieat exchange fluids contained in
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certain pasteurization equipment used in procecsing animal feed.
Although heat exch&nge fluids in such equipment are considered to
be in "closed systems," accidents have occurred that resulted in
dircct contamination of animélzfeeds with PCB's and subsequently
in PCB  contamination of human food. The use of PCB-containing
coatings on the inner walls of silos has resulted in the
cont;mination of silage which has in turn caused Pcs residues
in the milk of dairy cows. Other industrial uses of PCB's
.1nc1ude, or did include in the past, their use in formulations
as Jubricants and hydraulic fluids and their use as ingredients
of paints, plastics, resins, inks, waxes, adhesives, rubber,
asphalt, and various building materials.

{b) The following special provisions are necessary to
preclude accidental PCB contamination of animal feed:

(1) Coatings or paints for use on the contact surfaces of
feed storage areas may not contain PCB's or any other harmful or
deleterious substances likely to contaminate feed.

(2) New equipment or machinery for ﬂandling or processing
feed in or around an animal feed producing estabiish@ent shall
not contain PCB's.

(3) Within 30‘days following the e}fcctive date of this order,

the management of establishments producing animal feed shall:
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(1) Have the heat exchange fluid used in existing equipment
or machinery for handling and processing feed sampled and tested
to determine whether it contains PCB's, or verify the absence of
PCB's in such formulations by other appropriate means. Within
the 30 days specified above, any such fluid formulated with PCB's
must be reglaced with a heat exchange fluid that does not contain
PCB's or any other harmful or deleterious substances.

(i1) Eliminate from the animal feeé producing establishment
any PCB-containing feed-contact surfaces of equipment and utensils
and any PCB-containing lubricants for'equipment or machinery that
are used for handling or processing animal feed.

(111) Eliminate from the animal feed producing establishuent
any other PCB-containing materials, whenever there is a réasonable
expectation that such materials could cause animal feed to
become contaminated with PCB's either as a result of normal use
or as a result of accident, breakage, or other mishap.

(iv) Eliminate the use of any feed-packaging materials that

contain in excess of the 5 parts per million temporary tolerance

for PCB's established in 8§ 122.10 of this chapter.
(e¢) TFor the purpose of this section, the term “animal feed”
includes all articles used for food or-drink for animaly other

than man.

8 3. Use of polychlorinated biphenyls (PCB's) in establish=
ments manufacturing food-packoging materials,
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(a) PCB contamination has been detected in paper food-
packaging materials. Such contamination may have in some cases
resulted from the use of fCB's in heat exchange fluids or other
FCB-containing matcrials used in the establishment manufacturing
food-packaging materials.

. (b) The following special provisions are necessary to

" preclude the accidental PCB contamination of food-packaging

materials:

.

(1) YNew eguiEment or machinery f;r wmanufacturing food-
packaping materials shall not contain ‘or use PCB's,

(2) Within 30 days following the effective date of this
order, the management of establishments manuchturing food-
pncknginé materials shall:

(1) MNave the heat exchange fluid used in existlhg equipment

for manufacturing food-packaging materials sampled and tested

[7fff’7n{£? “ to determine whether it contains PCB's, or verify the absence of
- - PCB's in such formulations by other appropriate means. Within

. t
the 30 days specified above, any such fluid formulated with

PCB's must be reﬁlaced with a heat exchange fluid that does not
contain PCB's or any other harmful or deleterious substance.

(11) Eliminate from he establishment any other PCB-containing
materials wherever therc is a reasonable expectation that such
materials could cause food-packaging materials to become

contaminated with PCB's either ns a result of normal use or as

a reasult of accident, breakege, or other mishap.
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. papérboard products excluding that which bears or contains any

recovered pulp and that migrates to the food.

-)l]l-
2. In Part 121 by revising § 121,2546(b) in subparagraphs
(1} and (2), as follows:
B 121,2546 Pulp from reclaimed fiber.
* * x * %
(b) * % %

(11 Industrial waste from the manufacture of paper and
polsonous or deleterious substance which 1s retained in the

(2) Salvage from used papér and paperboard excluding that
which (i) bears or cont;ins any poisonous or delcterious substance
which is reFained in the recovercd pulp and migrates to the food
or (ii) has been used for shipping or handling any such substance,

* x * * *

3, By addin; a new Part 122 consisting initfally of two
sections,as follows:

PART 122--UNAVOIDABLE NATURAL, ENVIRONMENTAL, OR INDUSTRIAL

CONTAMINANTS IN FOOD AND FOOD-PACKAGING MATERIAL

SUBPART A--DEFINITIONS AND PROCEDURAL AND INTERPRETATIVE REGULATIONS

8§ 122.1 Definitions and interpretations.
(a) The definitions and interprctations of terms contained
in section 201 of the Federal Food, Drug, and Cosmetic Act shall

be applicable to such terms when used in this part.
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(b) Unavoidable natural, epvironmental, or industrial

contaninants include any poisonous or deleterious substance

added to any food where such substance cannot be avoided by

good manufacturing practice.

§ 122.2 - 122.9. [Reserved)

§ 122,10 Tempofary tolerances for polychlorinated biphenyls (PCB's).

(a) Temporary tolerances for residues of PCB's as unavoidable

environmental or industrizl contaminants are established for a sufficient

period of time™ ~following the effective date of this paragraph to
permit the elimination of such contaminants at the carliest practicable tic
as follows:

(1
(2)
3)
(4)
- (5)
(6>

.

(8)
9

Milk

bgiry Products
Poultry

Eggs

Finished Animal Feeds

Animal Feed Components
(including fistmeal)

Fish
Infant nnd.Junior Food

Food-Packaging Material

2.5
2.5
5.0
0.5
0.5
5.0

5.0
0.1

5.0

ppm (fat basis)
ppm (fat basis)
ppm (fat basis)
ppR
ppn

ppu

ppu (cdible portion)
ppm

ppo

4, 1In Part 128, by designating the existing text of & 128.4

as paragraph {a) and by adding a new paragraph (b) as follows:

DSW 162554

STLCOPCB4041124



v.‘

' packaging materials, PCB's are toxic substances which are very

-13-

8 128.4 Equipment and utensils.

(a) General.‘ All plant equipment and utensils should be

(1) suitable for their intended use, (2) so designed and of such
material and workmanship as to-be adequately cleanable, and (3)
properly maintained. The design, coqstruction, and use of such
equipment and utensils shall preclude the adulteration of food -
witﬁ lubricants,.fuel, metal fragments, contaminated water, or
any other contamin;nts. All equipment should be so installed
.and maintained as to facilitate the cleaning of the equipment and

of all adjacent spaces.

{b) Use of polychlorinated biphenyls (PCB's) in food plants.

Polychlorinated biphenyl (PCB's) contamination has been detected
in food and in food-packaging materials. Such contamination may
have, in some cases, resulted from the use of PCB-containing

equipment and utensils or from the use of PCB-contaminated food-

stable and highly persistent in the environment and have been
employed in a wide range of industrial uses including heat
exchange liquids in certaln pasteurization equiﬁment; addicives
in lubricants and hydraulic £luids; and _ingredients of paipts.
plastics, resins, inks, waxes, adhesives, rubber, asphalt,

and various building materials. The following special provisions

arc¢ necessary to preclude accidental PCB contamination of food:
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(1) New equipment, utensils, and machinery for handling or
processing food in or around a food plant sh#]l not contain
PCB'y,

{(2) Within 30 days following the effective date of this
paragraph, the manageﬁent of food plants shall:

(1). Have the heat exchange fluid used in existing equipment
- or machinery for handling or processing food sampled and tested

to determine whether it contains PCB's, or verify the absence

e ——
pmt—————

of PCB's in such formulations by other appf;;riate means.
Within the 30 days specified above, any such fluid formulated
with PCB's must be replaced with a heat exchange fluid that does

not contain PCB's or any other harmful or deleterious substances.

(1i) Eliminate from the food plant any PCB-containing food-
contact surfaces of equipment or utensils and any PCB-containing
lubricants for equipment or machinery that is used for handling
or processing food..

(1i1) Elimigate from the food plant any other PCB-containing
materials wherever there is a reasonable expectation that such
materials could cause food to become contaminated with PCB's either
as a result of normal use or as a result of accident, breakage, or
other mishap.

(1iv) E;lg;nptc the use of any food-packaging materials that
contain {n excess of the E_EEEEB per million temporary tolerance

for PCl's established In § 122,10 of this chapter.
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Interested persons may, within 60 days after publication hereof
N

in the FEDERAL REGISTER, file with the Hearing Clerk, Department
of Health, Education, and Welfare, Room 6-88, 5600 Fishers Lane,

Rockville, Md, 20852, written comments (preferably in quintuplicate)

regarding this proposal, Comments may be accompanied by a

wemorandum or brief in support thereof. Received comments may
be seen in the above office during working hours, Monday through
'Fr iday. ‘

(Secs, 402(a), 406, 409, 701, 5% Stat. 1046 as amended, 1049,
1055-56 as amended by 70 Stat. 919 and 72 Stat. 948, 72 Stat,
1785-88 as amended; 21 U.S.C. 342(a), 346, 348, 371)

“)")n\ ' (‘-_',

Dated: hWQRTfﬁ>1973

o oaen DLoPuas
Azgoclate Casleaiover fon

csm?rxzn T0 BE A TRUE COPY OF THE ORIGINAL Conplicnes,
/._," ) ' N ;' - -
C.r r} ek e L, /é (~ (/K."
Le n
e
ai T Doesanie

Chaielad aatie T

DSW 162557

STLCOPCB4041127



