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FINAL ENVIRONMENTAL IMPACT STATEMENT
RULE MAKING
ON POLYCHLORINATED BIPHENYLS
I. SUMMARY OF PROPOSED RULE MAKING AND EVALUATION
OF COMMENTS ON DRAFT ENVIRONMENTAL IMPACT
STATEMENT AND NOTICE OF PROPOSED RULE MAKING
The Commissioner of Food gnd Drugs published in the
FEDERAL REGISTER of March 18, 1972 (37 F.R. 5705) a notice
of proposed rule making to limit human exposure to poly-
chlorinated biphenyls (PCB's) from dietary sources. The
proposed rule making would: (1) Prohibit the use of certain
PCB-containing wmaterials and equipment in animal feed, in
food, and in food-packaging material manufacturing, handling
and storage establishments to preclude direct accidental PCB
contamination of animal feed, food, and food-packaging
materials; (2) exclude from food-packaging materials the
use of pulp from reclaimed fibers containing poisonous and
deleterious substances which may migrate to food; and (3)
establish temporary tolerances for unavoidable PCB residues
in food-packaging materials and for unavoidable PCB residues

in certain foods as a result of environmental contamination.
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In the PEDERAL REGISTER of May 11, 1972 (37 F.R. 9503),
the Commissioner published a notice of availability of the
draft environmental fmpact statement issued by the agency on
this notice of proposed rule making.

Comments from the public, consumer interest groups,
industry, trade associations, and State and Federal agencies
were received concerning both the notice of proposed rule
making and the draft environmental impact statement. The
compents received on the draft environmental impact statement
and those received on the notice of proposed rule making which
deal with the environmental issues are considered together for
the purposes of this final environmental impact statement.

The Department of Agriculture supported the environmental
impact statement, commenting that the proposed rule making will
considerably reduce accidental contamination and long-term
exposure of man to PCB's in the United States, and that
widespread occurrence of PCB's in the environment makes it
highly desirable to set temporary tolerances for PCB's as
proposed until the unavoidable background levels are reduced.

The Environmental Protection Agency recommended that the
environmental impact statement emphasize concern over the

ultimate PCB content of packaging materisl rather than the
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level {n the aource material in order to alleviate any potential
impression that contaminated pulp can only come from recycling.
The agency further recommended that the impact statement should
detail the justification for the golernnce level of 5 parts per
million (ppm) for food-packaging material. The agency also
recommended that the impact statement should include consider-
ation of the removal from existing inventories of carbonless
copy paper containing PCB's as an addit{onal method to reduce
the level of PCB's in food packaging. It also recommended
that the impact statement should include an examination of
data on use of barriers with respect to migration of PCB's to
foed from food packaging.

The Department of Commerce recommended that discussion
of the following be included in the impact statement: Toxi-
cological effects of PCB's on human health; the 30-day time
period required for compliance with the regulations; a statement
as to whether materials which would replace PCR-containing
materials will be the subject matter of an environmental
impact statement; the need for or existence of rules controlling
removal and disposal of PCB-containing materials, regardless
of FDA's jurisdiction over this issue; the effect of the
regulations on recycling programs; a cost-benefit analysis;

the expected duration of the tolerances, considering an
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adjustment of the limits once the toxicological effects of
PCB's have been adequately determined.

Comments from the paper industry and related trade
associations which were received on the notice of proposed
rule making reflected industry’'s concern that the proposed
temporary tolerance of 5 ppm PCB's for food-packaging
materials would be detrimental to the paper recycling
industry and to solid waste disposal programs. Industry
commented that the proposal is contrary to sound national
objectives on resources recovery, particularly to the
recycling of residential, commercial, and industrial solid
waste. It stated that the major impact of compliance with
this proposal would fall on combination paperboard mills
which perform vital environmental functions of recycling
waste paper. The comments mnint-ined that these recycling
mills would suffer losses resulting from their inability to
sell for nonfood purposes paperboard that is custom-made to
food-packaging spaecifications and that is rejected as
exceeding the tolerance. It added that the use of food-
packaging materials made from recycled waste paper would
be curtailed because sharply higher costs arising from
compliance with the tolerance would stimulate demand for

alternative materials. Industry anticipates that a number
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of the recycling mills would close if the 5 ppm tolerance is
implemented and that such closing would entail adverse envi-
ronmental consequences.

The American Paper Institute recommended against gimul-
taneous publication of the final environmental impact statement
and the final rule making order.

The Commissioner, having considered the comments received
and other relevant material, concludes as follows:

A. The regulations will have a beneficial effect on the
quality of human environment in that they are designed to
nminimize and eliminate human exposure to PCB's from dietary
sources by regulating identified sources or causes of PCB
contamination of food.

B. Information on the toxicity of PCB's, which is
included in the final environmental impact statement, supports
the need to limit the level of PCB's in certain food-packaging
materials that may migrate to packaged food.

C. The final order establishes the temporary tolerance
for paper food-packaging materials as 10 ppm, rather than the
proposed temporary tolerance of 5 ppm. It includes an
exemption from this tolerance of paper foud-packaging material
which is separated from the packaged food by a functional

barrier impermeable to PCB migration.
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D. These revisions of the proposed tolerance for paper
food-packaging material will reduce or eliminate the alleged

8dverse effects on recycling programs.

E. While establishing the 10 ppm tolerance for PCB's in
paper food-packaging material to reduce the PCB level in paper
food-packaging material, the Food and Drug Administration lacks
jurisdiction to require removal from existing inventories of
carbonless copy paper containing PCB's.

F. The 30-day time period for complisnce and the
recommended cost-benefit analysis are economic considerations.
They are not the proper subject of an environmental impact
statement under the National Environmental Policy Act.

G. A decision as to whether extensive dispoa;L of
animal feed, food, and paper food-packaging material containing
excessive amounts of PCB's should be the subject of an
environmental impact statement will be made should the agency
receive data indicating the existence of such extensive
disposal.

H. A decision as to whether the use of non-PCB replacement
materials will be covered by an environmental impact statemant
is relevant neither to the PCB final environmental impact

statement nor to the PCB rule making order.
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I. The toxicological information and other related
information on PCB's supports the need to set, for certain
foods containing unavoidable PCB residues, temporary tolerances
that are as low as practicable. The FDA does not expect mor
intend for these foods to normally reach the established
tolerance levels. The tolerance levels are to serve as
limiting values to prevent foods containing excessive levels
of PCB's from reaching consumer channels.

J. The final rule making order shall be published in
the FEDERAL n!GISTEi no sooner than 30 days after this final
environmental impact statement is made available to the public.

Therefore, pursuant to provisions of the National
Environmental Policy Act of 1969 (sec. 102(2)(c), 83 Stat. 853;
42 U.S.C. 4332(2)(c)) and the guidelines of the Council on
Environmental Policy published in the FEDERAL REGISTER of
April 23, 1971 (36 F.R. 7724), and under authority delegated
to him (21 CFR 2.120), the Commissioner of Food and Drugs
issues this Final Envircnmental Impact Statement relating to

the notice of rule making on polychlorinated biphenyls.

II. BACKGROUND
Polychlorinated biphenyls (PCB's) are toxic chemical
substances which have been shown to occur as contaminants

in food. They were first manufactured commercially in 1929
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and, because of their chemical and physical properties, their
industrial applications have become widespread. PCB's have
been used principally in electrical capacitors, transformer
fluids, plasticizers, hydraulic fluids and lubricants, and
heat transfer fluids.

The identification of PCB's as potential food contaminants
was first reported in 1966 when they were discovered in fish
from Swedish waters. Subsequent investigations established
several sources by which foods may become contaminated with
PCB's. The identifiable sources of PCB contamination of food
are as follows: Industrial accidents such as leakage, spillage,
or other direct contact of PCB-containing materials with
animal feeds or food; PCB migration to food packaged in PCB-
contaminated paper products; and anvironmental contamination
due to the presence of PCB's in water and air.

A. Industrial Accidents.

A nunber of industrial accidents have occurred involving
the direct PCB contamination of animal feeds which, in turn,
have caused human food to become contaminated. Some of these
are as follows:

1. Poultry and eggs became contaminated as a result of
the leakage of PCB heat transfer fluid during the pasteurization
of fish meal. The contaminated fish meal was used as a component

of poultry feed.
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2. PCB residues in milk have occurred because PCB-
containing coatings vere used as sealants on the inside walls
of silos containing dairy feed silage. The PCB's migrated to
the silage and PCB-contaminated silage contaminated dairy
herds.

3. The use of apent PCB transformer fluid ss sn herbicide
epray vehicle was suspected to have contaminated dairy cattle
grazing areas, thereby csusing PCB residues in milk from these
cattle.

4. The grinding of bakery products, including wrappers
that may have contained PCB's, for use as animal feed is
suspected to have caused the contemination of poultry.

Other similar incidents during the paat several years
have resulted in the contamination of large quantities of
food. Extensive investigations failed, in some instances,
to disclosa the exact source or cause of the PCB contamination.
However, on the basis of the excessive levels of PCB's found
in the contaminated food or feed, there was a likelihood that
leakage, spillage, or other direct contact with PCB-containing
materials had taken place.

B. Paper Food-Packaging Material.

In 1971, food-packaging material was identified as s

source of PCB contamination of foods. Investigations indicate
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that a significant percentage of paper food-packaging matarial
contains PCB's and that this can result in the migration of
low levels of PCB's to the packaged food. The origin of PCB's
in such paper material is not fully understood. Reclaimed
pulp containing carbonless copy paper has been identified as
a primsry source of PCB's in paper products. Carbonless copy
paper contains between 3 and 5 percent PCA's. Virgin paper
products, however, have also been shown to contain PCB
residues. The source of PCB's in virgin paper products is
generally attributed to the use of PCB-containing equipment
and machinery that is used in the papar mill or in the
establishment where the package is manufactured. Direct
contamination from industrisl accidents similar to those

sssociated with animal feeds may occur in these establishments.

Environmental sources of contamination, such as PCB's in water

used in processing, may slso be contributing to the contaminstion

of virgin pulp.

In the fall of 1971, the FDA initiated a nstionwids survey
to deternine the extent of the PCB food-packaging problem. The
survey included analysis for PCB's in all the plp;t food-
packaging components and the packaged food portions of 15
selected food categories. The survey showed that 67 percent

of the packaging portions of the samples examined contained
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PCB residues. The highest levsl encountered was 338 ppm.
Analysis also showed that 19 percent of the food portions of
the samples contained PCB residues and thers was an average
PCB concentration of 0.1 ppm. The maximum PCB level found in
food was 5 ppm.

C. Environmental Contamination.

Environmental contamination of lakes, streams, and air
as a result of nffluer;t PCB waste discharges and various
industrial uses of PCB materials directly exposed to the
environment has resulted in the indirect, widespread PCB
contamination of fresh water fish. In some instances foods
of animal origin, such as meat, poultry, eggs, and milk,
contain low background levels of PCB's that mey alsc be
attributable to environmental sources of contamination. PCB's
reach the environment from several sources, such as the
following: open burning or incomplete incineration of
municipal and industrial solid vaste; municipal snd
industrial sewvage; vaporization from paints, coatings,
and plastics; and accidental spills or improper waate
disposal practices.

The dietary intake of PCB's, as shown in the FDA's
total diet studies for the past 2 1/2 yaars, is of a low

order (less than 0.0001 milligram per kilogram of body
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weight per day in a high consumption diet). There is,
however, lintted knowledge of the effects of PCB's on
human hcn;'q! even at low levals.

Toxieel&ic._l information available indicates that
the ncccpﬁlﬂo daily intake of PCB's, applying appropriate
safety fni:.ton. rangas from 0.175 to 1.4 milligrams/day
for an sdult. The lover level is based on enimal data;
the upper level is based on human data which based the
effect level on occurrence of overt symptoms. The lower
level could be exceeded if s combination of chicken, milk,
eggs, other dairy products, and fish contsining the msxi-
mun sllowable tolerance levels is regularly ingested.

PDA concludes that in no case should the dsily PCB incake

from all food sources exceed 1.4 milligrams.

III. DESCRIPTION OF RULE MAKING
The notice of rule making provides for comprehensive
regulations designed to limit human exposure to PCB's from
dietary sources by dealing with known sources and causes of
PCB contamination of food. It includes provisions to preclude
direct, accidental PCB contamination of animal feed, food,

and food-psckaging materials; to amend an existing regulation
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governing the use of pulp from reclaimed fiber for food-
packaging use; and to establish temporary tolerances for
unavoidable PCB residues in paper food-packaging material
and in certain foods.

On the basis of the FDA's review and evaluation of the
comments received and other information pertaining to the
draft environmental impact statement and the notice of
proposed rule making, revisions have been made in these
provisions and in the temporary tolerances. The description
of the rule making reflects these revisions as follows:

A. Animal feed establishments.

Under 21 CFR Part 3, the rule making includes the
following provisions:

1. Coatings or paints for use on tha contact aurfaces
of feed storage areas shall not contain PCB'a.

2. New equipment or machinery for handling or processing
feed in or around an animal feed producing eoublhhllnt shall
not contain PCB's.

3. The management of establishments producing animsl
feed shall eliminate to the fullest extent possible
commensurate with current good manufacturing practice the
following: heat exchange fluids formulated with PCB's, any

PCB~containing feed contact surfaces and lubricents, and any
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other PCB~conteining materials that reasonably could be
expected to cause animal feed to become contaminated with

PCB's. The manegement of such establishments shall eliminate

the use of any feed-packaging material containing PCB's in
excess of 10 ppm. Paper feed-packaging material containing
PCB's in excess of 10 ppm can be used, provided this material
is separated from the packeged feed by a functional barrier
impermeable to PCB migretion.

4. The usa in these establishments of electrical
transformers and capacitors that contain PCB's are not
expected to cause the contamination of animal feed in these
establishments and are exempt from the above-mentioned
provisions.

B. Food-packaging material establishments.

Under 21 CFR Part 3, the rule making includes the
following provisione:

1. New equipment or machinery for manufacturing food-
packaging material shall not contain or use PCB's.

2. The manegement of establishments manufecturing food-
packaging material shall eliminate to the fullest extent
possible commensurate vith good manufacturing practice the
following: heat exchenge fluids formulated with PCB's and

any other PCB~containing materials that reasonably could be
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expected to cause food-packaging material to become contaminated
with PCB's.

3. Electrical transformers and capacitors that contain
PCB's ars not expected to cause the contamination of food-
packaging material in these establishmenta and are exsmpt from
the above-mentioned provisions.

C. Food establishments.

Under 21 CFR Part 128, the rule making includes the
following provisions:

1. New equipment, utenails, and machinery for handling
or processing food in or around a food plant shall not contain
PCB's.

2. The management of food plante shsll eliminate to the
fullest extent possible commensurate with good manufacturing
practice the following: heat exchange fluids formulated with
PCB's, sny PCB-containing food-contact surfaces and lubricants,
and any other PCB~containing materials that reasonably could
be expected to cause food to become contaminated with PCB'a.
The management of auch establishments ahall eliminate the use
of any paper food-packaging material contsining PCB'a in excess
of 10 ppm. Paper food-packaging material containing PCB's in
excess of 10 ppm can be used, provided this material is
separated from the packaged food by a functional barriar

impermesble to PCB migration.
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3. Electrical tranaformers and cspacitore that contain
PCB's are not axpected to cause the contamination of food in
these establishments and are exempt from the above-mantioned
provisions.

D. The amendment to food additive regulation 121.2546
does not allow the use in food-packaging material of pulp from
industrial waste or salvage that besrs or contains any poisonous
or deleterious subatance which is retained in the recovered
pulp and that migrates to the food.

E. Temporary tolersnces ere established under the
suthority of sectfion 406 of the Federal Food, Drug, and
Cosmetic Act the establishment of temporary tolerancee for
PCB's would permit unavoidable PCB residues in paper food-
packaging material and in certain foods. These temporary
tolerances are established for a sufficient period of time
to permit the elimination of such contaminants st the
earliest practicable time and are based on currently
availsble information regarding the toxicity and the
analytical behavior of PCB's, and the background levels
of PCB's in these products. Where appropriate and necessary,
new or additional information on PCB toxicity, snalytical
behavior, and background levels may serve as the basis for

changing the temporary tolerances. These tolersnces are
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ontablished becauss the YDA recognines that total, immediate

elimination of PCB'a in these articlas {a not possible and

that controls in uaaa of PCH's will reduce unavoidable

contamination of foods. The Lemporary tolerancas, ewpresaed

an parts per million, to be tncluded in & now Part 122 are

as follows:
)
(2)
(3)
(4)
()

(6)
1)

(8)
(%)

Milk (%]Z ,ﬁ/'lﬂﬁ'/) 2.3

Dasry products (fat basis) 2,5

Poultry (fat basts) 5.0
ZRis 0.%
Complete and finished

aninul) feuds 0.2
Animsl fead compunents 2.0
VYiah and shullfinh

(edible purtioun) 8.0
Infant and junior food 0.2

Paper food-packaging
matorial 1.0

The tolerance for paper food-pechaging materis) shall

not apply to such matarisl separated from the packagad food

by a functinnal barrier impermeable to PCR migration,

The Pood aad Drug Administration will pmvldf upon

request the analytica) methods §t will use for enforcing

the temporary tolsrances.
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IV. ENVIRONMENTAL IMPACT OF RULE MAKING

All available information indicates that the rule making
for dealing with PCB'a in food will have a beneficlal effect
on the quality of the human environment. The rule msking
consists of a series of individual actions aimed at limiting
the vays in which avoidable industrial sources cause PCB
contamination of food and animal faed and at limiting the
level of PCB's in food, in feed, and in paper food packaging
from unsvoidable environmental sources. These actions will
significantly minimize or eliminate the overall long-term
human exposure to PCB's from dietary sources and will
significantly reduce the potential for any possible chronic
toxicological effects of PCB's on human health.

The establishment of temporary tolerances for certain
foods andlfor paper food-psckaging material is directed
toward FDA-regulated industries. However, the FDA asserts
that, in order to reduce and eliminate the causes of
unavoidable and indirect environmental contasination of
food, nationwide controls and preventive measures concerning
the uses, handling, and disposal of PCB's and PCB-containing
materials, other than regulatory actions by the Administratiom,
must be instituted by parties other than the FDA. This is

the basis for establishing tolerances for a sufficient period
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of time to permit elimination of PCB residues at the earliest

practicable time. If nationwide controls are instituted and

implemented, this will result in a lower concentration of PCB's

in the ccolo.;icll system and will reflect a diminishing
exposure of humans, wildlife, and fish and other marine life
to all sources of PCB's.

Compliance with the rule making will not be without
potentisl adverse effects on the quality of the human
environment. Hbvcvar. 8 clear understanding of the purpose
and intent of the rule making, combined with an exercise of
caution and judgment, will avoid these potential adverse
effects. Important considerations are as follows:

A. The provisions of the rule making require the
elimination of moat PCB-containing materials from animal
feed, food, and food-packaging materisl establishments.

The improper removal and disposal of the PCB-containing
naterials from these establishments could cause further
environmental contamination. This potential adverse effect
can be avoided by appropriate disposal, such as by high-
temperature incineration (2,000° F, or above for 2 sec.) or
other means whereby the PCB's are destroyed or degraded to
chemical compounds of haraless composition and nonpolluting

properties.
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B. The physical properties of PCB's, such as their being
stable at high temperatures and being nonflammable, have contri-
buted to their widespread industrial uses. Subltipute or
replacement chemicale for those uses of PCB's that are to be
elininated in the regulated establishments may need to possess
physical propertiea comparable to PCB'e. Otherwise, potential
fire or explosion hazards may be possible in ciuipnlnt operated
at high temperatures and under other severe conditions.

C. An exemption to the provisions oliﬁinnting certain
industrial uses of PCB's will permit the continued use in
regulated establishments of certain electrical pover equipment
containing PCB'a. This use of PCB's is considered essential
and presents only a minimal risk of accidental contamination
of food and the environment.

D. ‘ Industry opposed the proposed amendment to food
additive regulation 121.2546 and the proposed temporary
tolerance for PCB's in paper food-packaging materfal as
being detrimental to the concept, purpose, and practice of
the recycling waste programs. The Commissioner finds that
the amendment and tolerance would not be detrimental to the
recycling waste programs. The amendment will prohibit the
inclusion in the recycling process of pulp that contains any

poisonous or deleterious substance which may migrate to food
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from use in foqd-pnclnun;. The FDA anticipates that the
effect of this amendment will be the e;;cluion of PCB-
containing carbonless copy papers from reclaimed and salvaged
fibers. The paper industry is currently following this plucticc
without any obvious detrimental effects on recycling programs.
It is ucomiud'thnt some reclaimed paper will continue to
contain unavoidable residues of PCB's. For this reason, the
FDA is establishing a temporary tolerance in paper food-
packaging material for a sufficient period of time in order
to allow for the orderly elimination of PCB~containing raw
materials used in the um;fuctuu of food-packaging material.
The temporary tolerance applies equally to virgin paper
products, which also have been found to contain PCA's, and

to recycled paper products. Therefore, recycled paper
products are not being singled out as objects of this rule
making; they should not be rejected as a form of food-
packaging material. Any paper food-packaging material not

in compliance with the tolerance of 10 ppm PCB's will be
usable for all other forms of packaging; it may also be used
for food packaging when the material is separated from the

packaged food by a functional barrier impermeable to rcn:

migration. A
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V. ALTERRATIVES TO RULE MAKING

The FDA is responsible for administering the Federal Food,
Drug, and Cosmetic Act. No authorization has been granted under
this act for any use of PCB's which results, either directly
or indirectly, in PCB's becoming components of food or otherwise
affecting the characteristics of food. For the FDA not to take
any positive action regarding the PCB contamination of food
would be in violation of the Federal Food, Drug, and Cosmetic
Act and would be contrary to the interests of public health.
The rule making represents positive action that the FDA
concludes is appropriate end necessary for minimizing long-
term human exposure to PCB's; the rule making notifies the
regulated industries of the actions that the FDA will require
for reducing and eliminating PCB's in dietary sources. For
each provision of the rule making alternative courses of
action are possible. These alternatives are as follows:

A. Alternatives to eliminating industrial uses of PCB's

in regulated establishments.
As described in Part II. BACKGROUND, the FDA has encoun-

tered numerous incidents of direct, accidental PCB contamination
of animal feed and human food. The FDA learned of these
incidents through its food inspection and surveillance

activities and through information received from other
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government agencies and from industry. In response to thase
incidents, the FDA took appropriate steps by exercising
necessary controls and legal sanctions to minimize distri-
bution and consumption of the contaminated feed and food.
As a result, substantial quantities of PCB-contaminated
animsl feed and human food were seized, recalled from the
market, or held under State embargo.

The rule making has provisions to preclude this type
of direct, accidental PCB icontnlinltl.on in those establishments
involved in the handling and processing of animal feed, food,
and food-packaging material. An alternative to these provisions
would be to inform industry of the potential, serious problem
of PCB accidents and to permit the continued use of PCB
materials in regulated industries. As in the past, the FDA
would exercise regulatory controls only when PCB accidents
involving feed and food occur. This alternative would not
prevent the accidental PCB contsmination of food; it would
present & formidable task requiring large expenditures of
resources to locate, test, and take regulatory action for
the removal of food implicated in these accidents; and it
would not provide the assurance that all such accidents could
be identified prior to distribution and consumption of the

contaminated food. This alternative would not only expose
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the public to an unwarranted risk, but also it would not
provide equitable regulatory control of an industrywide
problem.

B. Alternatives to amendment to food additive regulation

121.2546.

The FDA investigations showed that PCB's in paper food-
packaging material are a source of PCB residues in packaged
food. The presence of these residues results from the use of
food-packaging material made of both recycled paper and of
virgin paper. As described in Part II1. DESCRIPTION OF RULE
MAKING, the FDA's rule making provides two separate but
related provisions concerning the subject, namely, an
amendment of an existing regulation on the use of pulp from
reclaimed fiber and the establishment of a temporary tolerance
for unsvoidable PCB residues in paper food-packaging material.

An alternative to the amendment of food additive regu-
lation 21 CFR 121.2546 would be the enforcement of the existing
regulation. This regulation permits salvage from used paper
and paperboard excluding that which bears or contains any
poisonous or deleterious substance (including PCB'a) which
reasonably may be expected to be retained in the ;ocov-rnd
pulp. The FDA's recent national survey on the occurrence of

PCB's in food-packaging material indicates that most salvagsd
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peper and paperboard could ba expacted to contain PCB's and,
therefore, these materiasls would not be in co-pu.hce with
the present regulation. The FDA enforcement of the present
regulation may have the effect of prohibiting the manufacture
of food-packaging materisl from salvaged or reclaimed paper.
The FDA believes that this alternative course of action
would not be in the interests of the public. The intent of
the rule making is to reduce and avoid, insofar as is possibla,
the dietary intake of PCB's. The primary concern is not with
low levels of PCB's in paper food-packaging material which do
not increase unavoidsble PCB levels currently in some food
products; therefore, prohibiting all PCB-containing paper
food-packaging material regardless of level of PCB contami-
nation would be an unreasonsble solution to the problem and
would serve no useful purpose. Such action would also have
an adverse impsct on recycling programs that would outweigh
the beneficial effects, if any, that could be gained by
complete prohibition on the use of salvaged or reclaimed
paper that contains low levels of PCB's.

For these reasons, the FDA intenda to amend food
additive regulation 121.2546 as & mesns of dealing with
this problem. The amendment will prohibit inclusion of

pulp from salvaged or reclaimed fibers containing PCB's
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which may migrate to food. The temporary tolerance of 10 ppm
PCB’s for psper food-packaging material or the functional
barrier exemption will serve as the mechanism for industrywide
compliance with the amendment. This will permit the continued
usa of most salvaged or reclaimed fiber, while providing the
assurance that foods will not become contaminated with

significant levels of PCB's.

C. Alternatives to the 10 ppm temporary tolerance for

psper food-packaging material.

An alternative to the 10 ppm temporsry tolerance for
paper food-packaging material would be the establishment of
PCB tolerances for the packaged food. Toxicologicsl infor-
mation on the chronic effects of PCB's is not sufficient to
serve as the basis for setting tolerances for all packaged
foods. Furthermore, this alternative course of action would
perpetrate the use of a known, avoidable source of PCB
contanination of food and would thus violate the Federal
Food, Drug, and Coametic Act.

Investigations indicate that levels of PCB's in paper
food-packaging material have diminished during the past year
to the point that 93 percent or more of paper psckaging
materisl intended for food use contains less than 10 ppm

PCB's. The remaining 7 percent can be used either for nonfood



s A

T S e\ T B B e T ™ M

-27-

purposes or for food-packaging material thst is separatad
from the packaged food by a functional barrier impermesble

to PCB migration. As a result of industry controle and the
FDA's rule making, it is expectad that the levels will
continue to be reduced so that, in time, the problem of PCB's
in paper food-packaging material may be nonexistent. In the
interim, the 10 ppm temporary tolerance for food-packaging
materisls provides necessary control for this sourca of food
contamination.

D. Alternatives to the temporary tolerances for PCB's

in foods.

Section 406 of the Federal Food, Drug, and Cosmetic Act
provides authority for promulgation of regulations limiting
the quantity of unavoidable poisonous or deleterious substances
in food. Acting on this authority, the FDA is estsblishing
temporary tolerances for unavoidable PCB reeidues in certain
foods.

One altemative would be to refrain from promulgating a
regulstion governing the levels of unavoidable PCB reaiduss
in food. As a result, food found to contain unnvaidablo
PCB contamination would have to be regulated on s case-by-
case basis regarding ita acceptability for human and animal
conaumption. Another slternative would be to declare any

food containing unavoidable PCB residues 1illegsl.
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These alternatives would serve no useful purpose. The
promulgation of tolerances for foods that have been shown to
contain PCB residuea provides guidance to industry lnd to
other Federal and Stata regulatory agencies concerned with
the safety of food; such promulgation notifies these agencies
of levels of PCB contamination which will cause the FDA to
renove foods from interstate commerce. It will also provide
the means for a uniform and equitable treatment of a national
problem and will provide direction for minimizing the entry

of FCB-contaminated food into consumer channels.

VI. CUMULATIVE, LONG-TERM ERFFECTS

PCB's are highly stable and persistent chemical compoundas.
PCB residues can be found in many forms of wildlife, in fish
and other marine 1life and in other environmental substrates
including man. They sre cumulative in animals; the exact

biological effect of long-term exp e and lation of

PCB's in living organisms is generally unknown. The rule
naking will have the short-term effect of directly reducing
and, in some instances, eliminating the dietary sources of
PCB's and the long-term effect of indirectly reducing the
levels of PCB's currently in the environment. As a result,
this should enhance the quality of the human environment for

succeeding generations.
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VII. INTERAGENCY REVIEW OF RULE MAKING

On February 29, 1972, the Interdepartmental Task Force
on PCB's, which was established in September 1971 to coordinate
a Government wide investigation into PCB contamination of food
and food products, received copies of the draft notice of
proposed rule making on PCB's and was briefed on the exact
purpose and content of the proposed action. The Task Force
had no objections to the FDA proposal.

The report of the Task Force, entitled "Polychlorinated
Biphenyls and the Environment," was msde public in May 1972.
The findings, conclusions, and recommendations of the report
supported the FDA rule making.

The following orgsnizations are represented on the Task
Force: Office of Science and Technology, Council on
Environmental Quality, Department of Agriculture, Department
of Commerce (National Bureau of Standards and National
Oceanic and Atmospheric Administration), Environmental
Protection Agency, Department of Health, Education, and
Welfare (Pood and Drug Administration and National Institute

of Environmental Realth Sciences), and Depactment of Interior.

NS ow280°
n




L i

/N - ..

SUPPLEMENT TO THE

FINAL ENVIRONMENTAL IMPACT STATEMENT

RULE MAKING

ON POLYCHLORINATED BIPHENYLS

Yood and Drug Administration

Department of Haalth, Education, snd Valfere

Sam D, Fine
Associete Commiesionsr for Compliance

July 2, 1973

MONS

042806



|

.o T T

— e ovm—

CONTENTS
Title
I. Introduction
II. Summary of the Problem of PCB's as Food
Contaminants; Ruls Making on PC3's and
Related Environmental Issues . . . . . .
III. Basis for Establishing the PCB Temporary
TOlOTANCEB ¢ + ¢ ¢ o o 4 ¢ s o ¢ o v o »
IV. Alternatives to the PCB Temporary
TOLOTANCE® . . ¢ ¢ + ¢ ¢ o ¢ o o s o o
V. Environmental Impact of the PCB

Rule Making . « + ¢ ¢ ¢ o o o » o o o o

Appendix: Comments Rsceived on Draft

Environmental Impact Btatement

Page

13

21

MONS 042807



—
P

El a2

s ™a

s e .

f Y g :
: L I B s |

4

I. INTRODUCTION
The Co—:luioncr o! lood lnd Drugs yubl“hod in the
mnuu. nzcxsfn oz )hrch u. 1972 [ r. n. 5705) & notice
o! ntopoud ruh n-ld.n; to 11-1: huun upooure to polychlori-
utod blphcnylo (Pc"l) frm dtoury sources. Since it
wu hnrputod that hplmnntien of certain pruvtum

of tl\. propoud nlln makiang uy ligniﬁc-ntly -!!uct the

' qulicy of tl:o hunsn environment, :hc FPood and Dt\l. Aministra-

-

’ uon (m) pnporcd. in occotdancn v:lth tlu N.u.ml Environ-

lonnl Policy Act of 1969, en envi 1 upcct '}

on the propossd rul. nkin;. Accordﬁ;ly, DA fesued &
Draft mvxron-nul Impact Stnmt on the propoud rule
nkm on th 11, 1972, and o rmn lnvlron-nnl Impact

st on D ber 18, 1972. ‘l'huo lut-nntl addreseed

tiu tollo;ring aspects of the PCB rule making: uck.round:
ductipuon of rule ukinu cnvironuntal impact of rule
meking; alternatives to mh Ilkin. cmhuvo. lonrtcn
effects; and i.nun;my nviu of rula making, In .ddition,
tlu Pml Stetement included s summary of proposed rule
making and oulution of thc co-lntl received on the Dreft
sntmt ud notice of propossd rule uk!.u.

~s'uluoquc.tlt to t!;‘ issusnce ‘of the Final Snt‘cunt. the
Council on Environmentsl Quality sdvised FDA that the comments

raceived on the Draft Stetement should be appanded to the
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Final Statement. The éouncil on lhvin.m-‘ntll Quality also
suggested that certain issues FDA intended to address in the
final order of the PCB rula making srs also appropriate
considerations under tha National Environmentsl Policy Act
and as such should slso bs included in the Final Statement.

Therefors, FDA hes prepsred this Supplement to tha Final

Eavir 1 Impact § » which provides additional
information relative to the PCB rule making. The Council om
Environmentsl Quality further advised FDA that the provision
in ite guidelines promulgated under ths National Emviron-
mantal Policy Act, which requirss that a final envi{ronmental
{wpact statement be issued st least 30 days prior to tha time
tha action it governs is teken, need not spply to this
Supplement.

Therefore, pursuent to provisions of ths Nationsl
Environmentel Policy Act of 1969 (sec. 102(2)(c), 83 Stat.
853; 42 U.8.C. 4332(2)(c)), and undar authority delegated
to him (21 CFR 2.120), ths Commissioner of Food and Drugs
issues this Supplement to tha Final Environmantsl Impact

Statement ~ Rule Making on Polychlorinated Biphenyls.

MONS 042809
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IX. SUMMARY OF THE PROBLEM OF PCB's AS FOOD CONTAMIMANTS;
RULE MAKING ON PCB's AND RELATED ENVIRONMENTAL 1SSUES
Polychlorinated biphenyls (PCB's) rapresent a clase of
toxic industrial chemicels, which ara highly stable, heat
rasistant, and nonflammable. The industrial spplicatione of
PCB's include, or did include in the past, use as electrical
transformer and cspacitor fluide, hest trenefer fluids,
hydreulic fluids and plasticizers; and use in formulations
of lubricants, plasticizers, coatings, and inke. PCB's have
been shown to occur es chemical contaminants in foods from
ths following sources:
A. DBecsuse of their unique chemical snd physicel

properties and their widespread, rolled industrisl

uses, PCB's have bacoms s persistent and ubiquitous comn-

taminant in the environment, resulting in the contamination

‘of certain foods.

B. A number of incidents have occurred in which PCB's
have directly contaminated animal feed as a result of

industrial accidents i.s., leskage or spillage of PCB's from

© plant equipment.

C. PCB contaminated paper food-packaging materials made
from recycled paper conteining waste cerbonless copy papsr,
in which 3-5 parcent PCB's are used to encapsulate ink, has

led to ths contaminstion of foods as a result of migration of

uons 042810



-4 -

PCB's from the packaging to the food contsined in the peckage.
The use of recycled paper is not, however, the only source

of PCB's in paper food-packaging materisls., Some paper made
from virgin pulp has been shown to contain PCB's. The
contamination probably occurred during processing.

The presence of PCB's in food and the sources by which
PCB's may contaminate foods represent a potential hazard to
public health. For this rssson, FDA published a notice of
propossd rule making in the FEDERAL REGISTER of March 18,
1972 (37 F.R. 5705) to limit human exposure to PCB's from
dietary sources by dealing with known sources and csuses of
PCB contamination of food. The proposad rule making included
the following provisions:

A. Restrictions on the industrial uses of PCB's in
astablishments manufscturing, handling, or storing animal
fsade, food, or food-packaging materials, in order to preclude
the direct, accidental PCB contamination of tiaese articles.

B. Amendment of food additive regulation B 121.2546 to
allow for food-packaging use of pulp from reclaimed fibers
containing unavoidable poisonous or deleterious substances,

providing thase substances do not migrate to the food.

MONS 042811
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C. Establishment of temporary tolerances limiting the
level of PCB's in animal feca. certain foods, and ﬁ-por
food-packsging materisls as & rc;nlt of unavoidablas,
environmental contamination.

On May 11, 1972, FDA made available its Draft Rnvironmental
Impact Statement which addressed the impact the proposed

rule making on PCB's may have on the quality of the human

) ';;viton;nnt. This impact included:

A. Potential adverse effects on Ehc cnﬂxonnn: from
improper dispossl of PCB's as a result of requiring
removal of PCA's from the FDA-regulated industry.

B. Potential 4Advoru effects on nc.:yclcd paper activities
ss a result of implementing the tolerance for paper
food-packaging msterials.

C. Beneficial affects on human health as s result of
controlling ths contamination of food with PCB's.

A 60-day period was provided for interested parties to comment

on the Draft Environmental Impact Statement. ,

Commenta on the Draft sutoﬁ-m: ware received from the

u.s. D.partﬁnt’of Agriculture, the Environmental Protection

A.o;\cy, :iu U.S. Department of Coﬁcrco. and the American

Paper Institute. Copies of these coﬁ-uu iro included in

the appendix to this Supplement. The Final Statement

included FDA's evsluation of these comments. FPurther

MONS 042812
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discussion with respect to these comments, as wall as other
information on the PCE rule making, is provided in this
Supplemant.
IIT. BASIS FOR ESTABLISHING THE PCB
TEMPORARY TOLERANCES

Section 406 of the Federal Food, Drug, and Cosmetic
Act 1s the suthority for establishing the temporary tolerancee
for PCB's in animal feada, certain foods, and paper food-
packaging materials. It statea that where the eddition of a
poisonous or deleterious substance to food cannot be avoided
the Secretary shall promulgate regulations "limiting the
quantity therein or thereon to such extent as he finds
necessary for the protection of public health,” and also
specifically etates that the Secretary shall take into
account tha extent to which use of the substance "cannot be
avoided."” This same asuthority is also applicable to food-
packaging materials. The fact that the tolerarces for PCB's
are termed "temporary” is recognition that in the future
there should bs less PCB contamination which "cannot be
avoided," and the Commissioner is authoriszed to reduce the

tolerance levels accordingly.

MONS 042813
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The temporary tolerances for PCB's are bssed on both

"an’ snalysis of available date on the toxicologicsl effects

of PCE's and an analysis of reportéd levels of PCB's in

A. Toxicological Rffects of PCB's.’

The toxicity of PCB's has been under study for the past

"seversl yesrs. The Food and Drug Administration’s evaluation

“of ‘the significance of PCA's on human health snd the develop-

ment of allowable dietsry intakes of PCB's vas based on an
analysis of both animal and human toxicological dste and is
sukmarized as follows:

1. Animal Toxicological Data. Available dats from
long-term animal studiss shows that the no-effect lsvel in

‘rats and doge (for PCB's with 42, 54, and 60 psrcent

chlorination) is 10 ppm. Employing a 100 to 1 safaty factor,

the "no-effect" level for man based on date derived from

‘dogs would be 2.5 microgram (mcg) psr kilogram (kg) body

‘weight per day, or from rats, 3 mcg par kg body weight par

dsy. " Therefore, based on long~term animal studies, the
allovsble level of PCB ingestion in man would bs approx-

ﬁ‘a:d'ly 0.175 milligrams (mg) per day for a 70-kg individual.

MONS 042514



2. Human Toxicological Data. Human intoxication with

Kanachlor 400, a PCR that is manufactured in Japan and that
contains 48 percent chlorine was noted in 1968 when a heat
exchanger leaked fluid into rice oil end wes consumed by
Japanese families. About 1,000 people ware eventually
affected. Typical clinical findings included chloracne and
increased pigmentation, visual impairment due to hypersecretion
of the Meibomian glands, and systemic gastrointestinal symptoms
that included abdominal pain and disturbances in liver
function. A few babies were born with decreased birth weights
and with skin discoloration which slowly regressed as the
children grew in size. However, the growth rate of males
appeared to be somewhat slower than normal. Adult patients
had protracted clin;cal disease with very slow regression

of symptoms and signs, suggesting slow metabolism and
excretion of this PCB in humans, probably involving a long
biological half-life. Exposure levele to the oil were
calculated to approximate, on the average, 15,000 mg per

day. The oil itself was reportedly contaminated at a level

of about 2,000 ppm. This level was derived from the known

organic chlorine content of Kanachlor 400. The average
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_total dose of PCB's causing an effect in the Japanese was
ropor;-:_l to be 2,000 mg. The human dltl‘z- unbllhhld that
the lowest level of PCE that produced an effect in man

(using a 50-kg man) was 500 mg consumed over s period o{,

30 days at a rate of approximately 200 mcg per k; body weight
per day. The effect lovcl_ was based on overt symptoms rather
than sensitive bie_chcmic.l tests that n}glpt h.vo‘ demonstrated
some effects at even lower levels. Employing a safety factor
of 10 to 1 to go from an effect level in man to a permissible
no~effect level in man, allows for an ingestion of 20I ocg per
li; body weight per day, or 1.4 mg per day forb'n 70-kg man,
based on a total period of exposure of 50 days (equivalent

to the Japanese incident). Since PCB'e Probnbly have a long
biclogical half-life in man, an alternative toxicological
analysis of the human data may be based on the assumption
that ingested PCB's would continue to accumulate in tissues
for a long period of time. Since 2,000 mg was reported to
be the average total dose causing an effect J.n: the Japanese,
it 1s possible that 200 mg total dosage PCB's (applying a
safety factor of 10 to 1 as above) may be tolerated over

a puch more protracted period of time without overt adverse

effect if daily exposure is held to minimsl levels. It
¥4

Kanatsune, et. al., Fukuoka Acta. Med. 23:117 (1971)
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would :.k.vzz wmonths of daily iungestion of 300 mcg of PCB's
to arrive at a total 1nglitlon of 200 mg. This would permit
ingastion of 4 mcg per kg body waight per day inm a 70-kg
man. Since the lowaest total doas producing an effect in
man in the Japanese incident was 500 mg, a similar analysie
laads to an allowable protrscted ingestion of 1 mcg per kg
body weight per day as derived from a 70-kg man.

B. Dietary Sources of PCB's.

The results of FDA total diet studies for fiscal years
1970-72 show an intake of approximately 0.06 mcg per kg
body weight per day (or 4.2 mcg per day for a 70-kg man).
Becsuse of the degres of sensitivity of the snalytical methods
used, PCB's may be present at levels too low to be detected.
If lower levels could be quantitatively measured, the dietary
inteke of PCB'e from the total diet studies would probably
show an increase. It should be recognized, however, that
in rare instances some people could have more systematic
exposurss to PCB's in foods than those expected by eating
a moderately wall balanced diet such as represented by the
total diet samples. Hence, the need for minimizing potential
human exposurss. The total diet studies indicste that PCB's
most frequently occur in the food composite consisting of

mast, fish, and poultry (experience has shown that most of

MON
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the PCB residues in this composite are in fish and, to a

.lesser extent, poultry) and in the food composite consisting

of grain and cereal products (experience has showvn most of

tha PCB rasidues in this composite sre derived from paper-

. packaging materials), FDA's food surveillance activities

have shown that PCB's also may occur in dairy products, eggs,
and packaged foods, in addition to packaged cereal products.
C. Temporary Tolerances for PCB's.
Using the human toxicological dats described sbove,
FDA concludes that for the short term, based on the lowest
total dose producing an sffect and estimated biological half-

11fe of PCB'e, currant levels of PCB'e in the diet represent

.no immediate hazard. This 1is slso true for tha average total

. dose causing an effect in the Japanese for long-tern axposure.

However, based on the most sensitive "Japanese patient” (i.e.,

lowest total dose producing an effect), the possibility of

.potential long-term hazards necassitates reduction of the

levels of PCB's in food as scon as possidble. In the interim,

. temporary tolerances are necessary to limit buman exposure

to those foods that may contain PCB's resulting from environmental

contamination, vhich ae a practicsl matter are presently
unavoidable. Those foods for which temporary tolersnces

are being established include milk and dairy products, poultry,
eggs, and fish. In addition, other information necessitatas
extending the temporary tolerances to other items, as described

below:

MONS 042818
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1. Infants end young children consume a greeter amount
of food per kilogram bo&y weight and thereby heve a proportion-
ately greatsr exposure than do adults. A sepsrste temporary
tolersnce for PCB'e in infent snd junior food, therefore,
reflacts the possibility that undasirable exposures could
result if combinations of certein PCB-contaminated foods
comprise a major portion of this age group's diast.

2. PCB's in paper food-packaging materials represent
s source of human exposure to PCB'a in the dist. The FDA
survey of tha PCB food-packaging material problem showed
that 67 percent of the packaging portions of the sawples
examined conteined PCB's. The highest level was 338 ppnm.
Analysis slso showed that 19 percent of the food portions
of the samples conteined PCB residues end that there was
an average PCB concentration in the food portions of 0.1
ppR. The maximum level of PCB's found in food was 5 ppm.
Either limiting the PCB level of paper food-packaging material
to 10 ppm or requiring the use of & functional barrier which
1s impermseble to PCB migretion provides the necesssry mesns

for limiting this source of PCB contsmination of food.

MONg 052819
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- /3, Since PCB's are transmitted to vlqd concsntrated ia

-edible portions of food-producing animsls which ingest PCB-

" contaninated feed, uﬁnl feads represent snothar source of

" PCB'e in the human dist. Thersfors, temporsry tolsrauces

for PCB's 4n ‘snimal fesds and animal fsed components are
necessery to minimizs the frequency ;nd nn:l:ud.h of PCB
residuss in foods of snimal origin.

YDA concludes that the temporery tolerances being
estiblished will protect the public health, but cautions

thet these temporery tolarancas ars mot to be construed as

* guidelinas parmitting the consumption of foods containing

‘these amounts of PCB's on & rsguler and consisteant basis.

Purther, the temporery tolerances will ba lowared es

axperience indicates that lower lsvals can ba ettained.

.

Iv. ALT!!MTIVIS T0 THE PCB rimromx TOLMCIS
The riml hviromntnl I.-pnct sntmnt included a
dheuulon of thn nlnnntiv- courses o! cction svailable to

DA for uch prcviuim of the rule ukln; The following is

. e dincuuion ot other slternatives which were muutcd by

con-mr ;roupl nnd by indu-cry !.n th-ir couments to the FDA

Ly

on tlu notice o! propoud rule nkin;.
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A. Enforce Zero Tolerances for PCBR's in Animal Feeds,
Certain Foods, and Paper Food-Packaging Materials, I
Animal feeds, certain foods, and paper food-packaging )
materials coutain PCB's, which under present conditions of
environmental contamination are unavoidable. Current tox-
icological information does not support the necessity of [
establishing zaro tolersnces for these items in order to E
protect public health, since human exposure to dietary
sources of PCB's is usually sporadic; nonsystematic, and }
occasional. The "finite" temporary tolerances being '
established by FDA will provide the assurance that signi- i
ficant PCB levels are not contained in food and that human
exposure to PCB's from dietary sources will be maintained
at safe end minimum levels. Zero tolerances, therefore, are {
unwarranted and would unnecessarily deprive the consumer of
a portion of his food supply and would disrupt the Nation's (
food distribution system, because certain quantities of
fish, poultry, eggs, milk, and food-packaging material would
be violative. .

B. Impose No Tolerances for the PCB Contamination of .

Aninal Feeds, Certain Foods, and Paper Food-Packaging ..
Materials, l

This alternstive was explored by FDA and rejected for

the following reasons:

MONS 042821
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1. No suthorizstion hes besn grantad under the Federal
" Pood, Drug, and Cosmetic Act permitting PCB's as components
" of food of as substances othsrwise sffecting ths characteristics
» "_éf 'food. * The fact is, howaVer, that PCH'a are cosponants
“of food.‘ a6 '8 ‘result of unavoideble, environmentsl contamination.
o Aiu.ly-i; of cirrent toxlcological dete demonstratss a potential
hagerd to human health if dietery dxpo‘nuu.l to PCB's ars
i;t'éontrblﬁd.'""l'hoi"ofen. de poisoiious or delsterious
substences, FCR's 1n animal feeds, :foods,-and pesper food-
packaging ‘ut'c'rhi‘.‘ll render such erticles sdultersted under
“the" Pederal Food, -Drug, snd Cosmetic.Aét. Feilure to initiate
positive sction; i.e., establish lis{ts on the PCB content
of ‘thess articles and remove from consumer channels those
" drticles containing PCB's ‘in axcess of ‘the estsblished limits,
" would be contrary to the interssts of public health and
contrary to congressional wandete, -
2. 'In the sbéence of tolefsnces for PCB's in foods,
"FDA has uud "sction level guidelines" for determifiing the
lenl of m contamination st which regulatory sctien is
" to bas initiated. ‘During the pest'3 years, FDA, the U.S.
’ ;nportunt of Agriculture, and Stete and locel sgenciss
'" have usad these action levels as the basis for removing
" PCB-contaminated fcods from commercisl channels: The

PCB 'c;ni:ci"nry tolerenced now' being ssteblished are -
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gonerally comparable to these action levels both in terme

of tha lsvel at which rsgulatory action is taken and ths
reason for taking regulatory actiom, i.s., protection of
public heslth. The major distinction 1s that the tolerances
ore issued as a propossd rsgulation upon which all interestsd
parties ars invited to comment. Once established as a
regulation, tolerancas provide guidancs to sll regulstory
sgencies and to industry in order to assurs efficient and

equitable enfor t and protection.

C. Esteblish Tolerances for Packaged Foods Rather
Than Paper Food-Packaging Materials.

This siternative, which the paper industry recommended,
was considersd by FDA and rsjectsd for the following ressoms:

1. Since the transfer of PCR's from packaging material to
the food is dependent on time and conditions of exposure,

tolerances based solely on the packaged food would not provide

adequate protection to the « A packaged food analyszed
at the time of psckaging may be entirely free of PCB's, but by

the time it raachas the and is finally consumed 1t

may have accumulsted considerable quantities of PCB's if the
packaging material is contaminated. A tolerance system in
which snalytical findings are so dependent on many variables

such as time of sampling would not be reasonsble or sdequate.
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" 2. In order to achieve complience with a tolerance for

PR : W e Y
pach;od food. thc’lovai of PCB's in the packaging has to be

. nk-n into ucoun: and lin.ttod in order to preclude :hu

potcntul tunof.x to tho food of qulntitiu of PCD'- that

vould cnuu the tood to ‘eed 1:- tol y lovol. Since

the ltvcl "of PCB'- in packaged food is ralated to the level

of ?Cl'l 1n ice pcchgin;. tolcnncu for both tha food and

‘ itl packaging vould be nocuury. Thu amounts to nn obvious

redundancy.

3. !lnblill\ing a tolerance fot pnckuod food slone

wuld be inconulle: vith clln 1ntcnt cnd nnnin; of Section

) 606 of the hdonl Food, Dtlll. and Couuuc Act. The

pnchgod food by itself dou not coun:l.n ‘unavoideble PCB

residuss; the principl]. sourca of the PCB contuiutlon of

.plchgcd £ood is tha plpcr feed-p.clugin; material, which

conni\n the uncvoid.bln contmtnltion. Accordingly, the

tohnnc. .hould dul with this ntot!.al. Therefore, this

' source of food contuiution should bc lilitod 0 a8 to

linhiu tho lcvoln of PCI'- that uy ni.;uto to tlu packaged

'fcod.

4. Pailure to limit tha level of PCB's in pnpor food-

poeh;in; utcxinlo vwld p.tp.tu.t. :hc use of & k:nm.

.void.blo loutco of PCB contmtn.uon of food.
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D. Exempt Aroclor 1242 from tha PCB Temporsry Tolerance

for Paper Pood-Packaging Materials.
This slternative, which FDA investigated and rejected,

was aleo recommended by the papar industry. The papar industry
compents ststs that ths sstablishment of tha PCB tolersnce for
papar food-packaging materials is unwarranted for public health
reasons, bacauss aveilable scisntific evidence shows that Aroclor
1242 (the predominant PCB found in paper) 1s not parsistant
and cumulstive, and thus will not present & chronic toxicity
problem. Although data indicatas that some components of
Aroclor 1242 are metsbolized in biological aystems more
rapidly than the other higher chlorinated Aroclors, there

1ie no information available which describes the composition,
toxicity.' and fate of the mstabolic products. The absence

of Aroclor 1242 residues in human and certain animal tissue

and in the environment is not a sound bssis from which to argue
that no hazard exists from the ingestion of Aroclor 1242. The
poseibility exists that Aroclor 1242 ia converted to slteration
products which may be more toxic than the original compounds,
but which ere not detectable by current analytical methods.
Further, avsilable dets from chronic feeding studiee with rats
and doge fail to subetantiste claims that Aroclor 1242 doas not

represant & toxic substance or that it differs in toxicicy
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from other Aroclors. .Therefore,.the Commissioner concludes
that the temporary tolerance will gpply to.the term "PCB"

irrespective of which Aroclor ia present as the contaminant.

E.. Postpone the PCB Tolerance for Paper Food-Packaging
. Materisls Until Certain Information is Daveloped.

Comﬁl;p, received from industry and related trade associa-

. tions argued that the temporary tolerance for PCB's in food-

»

packaging materials should be delsted or postponed until: (1)
quality comtrol teat procedures and adequate analytical methods
un'dovulopqd_to regulate production and insure compliance,
and (2) nun_uon rates are established to take into account
barrier effects, type of food, and the ratio of package
weight to food weight. FDA considered these comments .and
coﬁcludad that the establishment of the tolerance should not
be postponed for the following ressons:

1.. Although a trade association submitted data which it

clained indicates a lack of reliability in analyses of paper-

board material, the data failed to show that uniform test

methods were employed by the participating laboratoriesg or

that these tests.wers performed by laboratories with demon-

} strated capabilities in trace residue analysis, PFurther, an

interlaboratory study that was conducted under the auspices of

apother trade association and that utilised FDA analytical

26
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methodology supports the conclusion that current methodology is
adequately sensitive and reproducible from laboratory to labora-
tory to insure compliance with the tolerance.

2. It is recognised that migration rates (actual level

of PCB's in food resulting from tﬁ. use of contaminated packaging

material) are affected by factors such as barriers, type of
food, the ratio of package weight to food weight, and exposure
time and conditions. Since FDA's primary concern is not the
fact that paper food-packaging materials contain PCB's, but
the fact that PCB's can migrate to the food from the packaging,
then the use of barriers which prevent migration ia an accept-
able alternative to limiting the PCB content of paper food-
packaging material. For this reason, the proposed rule

making has been revised in the final order in # 122.10(a)(9)
by exempting paper food-packaging materials from compliance
with the temporary tolerance if the paper food-packaging
material is separated from the food by a functional barrier
impermeable to PCB migration, Metal cans and glass bottlas
are obvious examples of what constitues a functional slttitt
impermeable to PCB migration. Data from industry-sponsored
studies have shown the materials such polyvinylidena-coated
paper and glassine can, to varying degrees, prevent or reduce

PCB migration under test conditions which would favor migration.

MONS
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_FDA would not object to the uss of flexible materisls and

. othet materisls as barriers, provided thers 1s no evidence

of migration of rcn'p to the food. At this time, however,

there. is insufficient information for FDA to list as part

_ of the regulation those materials that are considered

functionsl barriexrs. The other factors mentioned above

" vhich affect migration rates may slso be important considera-

tions and should bs thoroughly studied. In the interim, the
temporary tolerancé for peper food-y-eh;in.rut-rhh and
the exemption to this temporary tolerance are considered

hicunry to assure the consumer that packaged food is not

~ being contaminated with FCB's to an avoidable degrea.

F. Establish s Righer Tolerance for Paper Food-Peckaging

Materials.
The notice of proposed PCB rule making included the proposal

'_ to establish the temporary tolerance for PCB's in paper food-

b'plch;i‘n‘. materials at S pprn. In exploring n_lnmt;n courses

of action regarding this regulstion, FDA reevaluated the 5 ppm

" tolerance level. Dats from the FDA survay of PCB's in foods

, and food-packaging material showed that the food portion of

‘the samples with 5-10 ppu PCB's in paper food~packaging
ut-riql ;ont,inod the same range of PCB levels (0.1-0.6 ppm)
i-' the food portion of the samplas with 0-5 ppm in paper food-

packaging material. Ssmples with more than 10 ppm in thas
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psckaging contsined higher levals in the food, ranging up

to 3.7 ppm. On the basis of this information, the FDA
concluded that the final order of the PCB rule making should
be changed to incorporste & revision in tha tmpor;ry tolerance
for PCB'a in paper food-packaging materials from S ppm to 10
ppn. This revision in ths tolerance was also steted in the

Final Envir sl Impact Stat on ths PCB rule making.

V. ENVIRONMENTAL IMPACT OF THE PCB RULE MAKING

Since ths PCB rule making will reduce human exposure to
dietary sources of a toxic, chemical contaminant, FDA concluded
in its Final Environmental Impsct Statement that the rule
making will have a beneficisl effect on tha quality of ths
human environment.

The Final Statement also included a discussion concerning
potential sdverse effects the rule making may have on tha
quality of the human environment. The following is sdditional

information relative to this matter:

A. Environwental Impact of PCB Replacement or Substitutss.

During the development of the provisions of tha rule making,

consideration was given to the possible sdverse effects on the
ecnvironment of those chemicsls which may be used as replacements

or subatitutes for those industrial uses of PCB's prohibited by

MONS 042829



-23 -

the rule making. FDA vas and continuea to be concarnad that
the regulation could have the sffect of causing tha uas of
chemicals which would pose a threat to tha snvironment and
to human-health. For this reason, a requirement in tha final
order of the rule making will call attention to this potential
problen in order to reduce the likelihood of introducing
a new "PCB-type prodlem.” This requirement is as follows:
"The toxicity and other characteristics of fluids
selected as PCB replacements must be ldcquaniy deteranined
80 that the leest potentially hazardous replacement
is uvsed. In making this determination with respect
to a given fluid, consideration should be given to:
(1) 1ts toxicity; (2) the maximum quantity that could
be spilled onto a given quantity of food before it would
. be noticed, taking into account the fluid's color and
odor; (3) possible signaling devices in the equipment
to indicate a loss of fluid, etc.; and (4) its environmental
stability and tendency to survive and be concentrated
. through the food chain. Tha judgment as to vhether
a replacement fluid is sufficiently non-hazardous is
to be made on an individual installation and operation
basis." -
Furthermore, the numerous PCB-associated "accidents” that
have occurred in the past and the provisions of the rule

making itself will serve ms incentives to prevent future
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problems from occurring. Industry should be more cognizant
of the serious repercussions that cen result from tha indis-

criminats use of toxic chemicals and from accidents of thia

type, such as adverass effacts on human health and tha environment,

adverse publicity, criminal and civil penslties, snd substantial
financisl losses. In addition to these considerations, there

is information which indicatss that less toxic, biodegradable
PCB replacementa have been developed and are being used for
heat transfer aystems and other industrial applications that
have caused past environmental problems.

In conclusion, FDA can only speculata that some PCB
raplacements or substitutes may present future environmental
problems. = Howsver, it is known with certainty that ths
continued uge of PCB's by the regulated industries presents
a definite hazard to man and his environment. Therefore, FDA's
sction to rastrict tha use of this contaminant in feed, food,
and food-packaging material manufacturing sstablishments ia
clearly more beneficial to the quality of ths human environment
than allowing the continued use of PCB's.

B. Impact on Recycling Activities.

In commenting on the notice of proposed rule making, the
paper industry and its trade associstions have stated that the
temporary tolerance for PCB's in paper food-packaging materisls
would be detrimental to the Nation's commitment to utilize

recycling in solid waste disposal programs. This alleged
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adverse environmental impact is based on the paper industry's
contention that the tolerance would place savere economic
hardships on vrocycung mills, as follows:

1. "significant” quality control costs would be required

to assure compliance with the tolerance; and

2. Financial losses would be incurred vhen products which
contain PCB's in amounts sbove the tolerance are rojgctcd.
The paper industry concludes that tli\leu inctll'.d' coets in pro-
duction would cause the clu'-iug of some recycling puh and,
thus result in the adverss environmental impact cited above.
This q’lnct‘ of the rule making wvas addressed in the Final

Environnental Impact Statement. FDA concluded that the revision

in ;hq tolaranca level and allowing an exemption to the tolerance

would reduce or eliminate the alleged adverse effects on recycling

programs. Firet, increasing the tolerance for paper food-packaging

materials from 5 ppm to 10 ppn is expected to result in only a
low percentage of paper products being excluded from use for
food-packaging purposes. This conclusion was based on industry
survey glau which showed that 20 percant or more of paperboard
samples tested contained PCB levels in excess of 5 ppm, while
about 7 percent exceeded the tolarance level of 10 ppm. Second,
the exemption from the tolerance when a functional barrier is
used will serve to further reduce the percentage of paperboard
that would ba unacceptable (i.e., containing PCB's in an amount

above the tolerance level) for food-packaging use.
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In addition, the Pinal Statement stated that recycled paper
products are not being singled out as ﬁbjcctl of this tolerencs.
Virgin papar prodnctc have bsen shown to contain PCB's and, for
this reason, the t;tir. paper industry will heve to bear added
‘costs of implementing quality control procedurss. In thie raspect,
racycling mills are not baing placed st a competitive disadventege.
Furthermore, these added costs ars fully vurincad and justified
baceues of the public health benefits that will be derived from
regulating this eourcs of food contsmination.

‘ As & poseible wmeane of reducing the incidence of food-
packaging materials that exceed ths tolerance level for FCB's,
the Environmental Protection Agency stated in {ts comments om
the Draft Environmental Impact Statement that considerstion
should be given 'to removing from existing inventories carbonless
copy peper that contains PCB's. In the Final Stetement, FDA
responded to the EPA comment by stating thst it lacks Jurisdiction
to implement this action. This continues to be tas resson FDA
does not coneider this spproach an effactiva and realistic
slternative to the temporery tolerance for PCB's in paper
food~packaging materiale. However, FDA does recognize that it
may be fessible to some degree to control the flow of PCB-
containing carbonless copy psper into wests paper chennels, and

‘thus lessen ani impact tha PCE rule making may have on recycled
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paper prograss. In this regard, FDA has contacted the Environ-
mental Protection Agency and requested ita assistance in exploring
possible procedures for implementing the Environmental Protection
Agency’s suggestion.

C. Economic Considerstions.

The U.S. Department of Commerce, in its comments on the
Draft Statement, stated that s cost/benafit analysis relative
to the PCB rule making ahould be conducted. -The Final Statement
responded to this comment by stating that since a cost/benefit

analyeis is an econmomic consideration, it is not & proper

"subject of an environmentsl impact statement. The Counsel on

\Env!ronmnul Quality advised FDA that economic considerations
should be addressed along with the environmental conaidarations
under the National Environmental Policy Act. FDA 1s in agreemesnt
and retracts its previously stated position on this matter for
the following reasons:

1. The position ie contrary to tha Nationsl Environmentsl
Policy Act.

2. The position is not an accurate reflection of tha
considerations given by FDA to the economic impact of the PCB

prodblem.
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FDA recognized that becauss PCB'a are widely used and
!nportynt industrial chemicals snd ubiquitous environmental
contsminants, any action taken would have adverse economic
consequences. FDA also recognized that baceuse PCB's are
toxic substances, not taking action with respect to the
sources of PCB contamination of the food supply would have
adverse consequences on human health. In the development
of the PCB rule making, FDA fully considered consequences
in terms of both the cost of compliance and the health benefits
derived from minimizing human exposure to PCB'a. The rule

. making reflects a balance between these consequances, i.a.,
the regulations are not more restrictive than is necessary
to protect public health. This fact is exemplified in the
- proposed rule making, vhctpin it vas stated: "Immediata
eliminetion of all food packages containing PCB's would disrupt
the Nation's food packaging snd distribution system and is
not warranted by the hazard to human health.” The Draft and

* Final Environmental Impact Statements on the PCB rule making

contained similar examples of FDA's considerations relative
to the cost/benefit aspects of the rule making. In additien,
this Supplement responds to industry comments that tha rule
making will cause @ severe economic impact on tha recycling

industry.
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Therefors, although not explicitly stated in the sbove Statements
and proposed rule making, FDA conducted a form of e cost/benefit
analyeis. Aftar full consideration of sltarnative courses of
action, the toxiaologl;d affects of PCB'e on human health, and
other related in!ointlon. ¥FDA concluded that each provieion

of the rule making is necessery in order to minimisze human
axposure to PCB's from all dietary sources and that the health

benafits derived outwaigh sny adverse dc

that may reeult.
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DEPARTMENT OF AGRICULTURE
OFFICE OF THE SECRETARY
WASHINGTON, D. C. 20250

October 18, 1972

Dr. L. L. Ramsey

Assoc. Director, Regulatory Programs
Office of Compliance

Bureau of Foods, FDA

Washington, D.C. 20204

H Dear Dr. Ramsey:

We have reviewed the document "Draft Environmental Impact
Statement, Notice of Proposed Rule Making, Polychlorinated
D Biphenyls, May 8, 1972."

The Department of Agriculture participated in the Interdepartmental
Task Force on PCBs, which slso received copies of the draft notice
of proposed rule making on February 29. As indicated on peage 20,
the Task Force, including the USDA representatives, found no objec~
tion to the FDA proposal.

In addition, the Department formed its own ad hoc group on PCBs
which has prepared a report on "Agriculture's Responsibility Concern-
ing PCBs" (enclosed). This group also supports the FDA notice of
proposed rule making. '

It is believed that these proposed actions will considerably reduce
the accidental contamination and long-term exposure of man to PCBs
in the U.8. The widespread occurrence of PCBs in the environment
already makes it highly desirable to set temporary tolerances for
PCBs as proposed, until the background levels are reduced.

This Department wishes, therefore, to support this environmental
impact statement. Appreciation is expressed for the opportunity to
review it,

3 | e |y

8ipChrely,

F. Gl
GERALD F. COMBS

-/ Nutrition & Food Bafety Coordinator
Science and Education
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Lims UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
J WASHINGTON, D.C. 20460

SEP 14 W12

Hearing Clerk .
Department of Health, Education, and Welfare
Room 6-88, Parklawn Building

5600 Fishers Lane .

Rockville, Maryland 20852

Dear 8ir:

‘w. apologize fox; the delay in responding to the draft Environmental
Impact Statement and to the Proposed Rule Making on Polychlorinated Biphenyls
(PCB) of May 8, 1972, I hope it is not too late to make use of our comments.

The Envirommental Protection Agency has no objection to the inteat of
or principle behind the proposed rule making. We do feel, however, that
until s consistent dependable analytical method for PCB quantification 1s
developed that FDA sampling procedures be carefully structured to avoid
any condemnation of packaging material that is based on only one or twe
samples.

The proposed rule making and the draft environmental impact statement
should emphasize the concern over the ultimete PCB content of packaging
material rather than the level in the source material. The EIS gives the
impression that contaminated pulp can only come from recycling. For
example, item 4 on page 7 of the EIS describes an amendment to the reg-~
ulation which prohibits "reclaimed and salvaged fibers which would be
used in food-packaging materisls to include pulp that contains poisonous
and deleterious substances which may wmigrate to food," (emphasize curs).

A restructuring of this language would allcviate any potential discrimina-
tion against recycling.

The data on migration of PCB's from packaging to food in quantities
needs further exploration in the use of barriers. Procedures for sampling
and enforcement of this regulation should take into consideration the
difficulties in accurately measuring PCB content. Moreover, no support
is given in the statement or in the report of the Task Force for the
5 ppm tolerance level for food packaging. The statcment should detail
vhatever justification was used for this figuro.

An additionsl method towards the reduction of PCB levels in food
packaging which might morit examination is the removal of carbonlcss
copy paper containing PCB's from existing inventories. If this is

M EE W S EE S
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found economically feasible it would aid in elininating the reappearance
of PCB's in paperstock used for manufacturing paper board.

We apprecinte the opportunity to comment on the draft environmental
impact statemen. and the proposed rule making. We look forward to
receiving a copy of the final impact statement. Please contact us if
we can be of any further assistance.

Sincerely yours,

s het s Merpera s

Sheldon Meyers
Director - .
Office of Federal Activitie

MONS 042840
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THE ASSISTANT BEORETARY OF COMMERCE
Washington, D.C. 20230

September 15, 1972

Mr. Robert C. Brandenburg

Acting Deputy Associate Commissioner

for Compliance

Department of Health, Education and Welfare
Public Health Service

Food and Drug Administration

Rockville, Maryland 20852 ’

Dear Mr. Brandenburg:

The draft environmental impact statement, Notice of Proposed
Rule Making, Polychlorinated Biphenyls which accompanied
your letter of August 21, 1972 has been received by the
Department of Commerce for review and comment.

The Department of Commerce has reviewed the draft environ-
mental statement and has the following comments to offer for

your consideration. We believe this statement should be redrafted
and recirculated. :

General Comments

1. Little or no discussion of the toxicological effects of
PCB's on human health or the effects of PCB's on biota is
included in the statement, making it very difficult to
appraise the relevance of and basis for the PCB levels
proposed. Information on these subjects should be added to
the statement. ' )

2. The rules as stated in the statement are incomplete.

The time required for compliance, the testing to determine
the presence of PCB's and the verification of the absence

of PCB's has been omitted and should be included for comment.
The 30 day period for compliance as stated in the Federal
Register, Volume 37, No. 54 of March 18, 1972, will pose

1
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hardships to industry, especially if new equipment is
required within this period. Further, it is unlikely that
testing facilities and instrumentation are adequate to per-
form the work required by the rules in the necessary 30
day period.

3. While the general intent of the rules is clear, the
ommission of coatings and paints from food-packaging
material establishments and food establishments may make
the interpretation and enforcement of "the elimination of
any other PCB-containing materials wherever there is a
reasonable expectation that such materials could cause food
to become contaminated with PCB'e” difficult. The same
circumstances may also occur because the rules do not clearly
cover machinery for manufacturing, processing, storing and
handling consistantly for all three categories of establish-
ments. Similarly, the statement does not address handling and
storage for transportation and in-transit storage facilities
or equipment.

4, While the environmental impact of the removal and dis-
posal of PCB-containing materials is discussed, no indication
of the need for or existence of rules controling removal

and disposal is made in the statement. This issue should be
addressed irrespective of FDA's jurisdiction of it.

5. The statement indicates that some materials which would
replace PCB~containing materials would have gimilar
characteristics to those of PCB's because of the use condi-~
tions. If it is implied that those replacement materials be
subject to the Environmental Impact Statement review process
this statement should clearly affirm or deny that implication.

6. In our judgment, this impact statement does not meet

the NEPA requirement for "a detailed statement by the
responsible official”; nor does it follow the format provided
by NEPA. In particular, a cost/benefit analysis has been
omitted. Not only is one required, but in this case, it is of
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special importance because the impact statement contains no
other economic or social information and the control of PCB's
has potentially a considerable economic impact. Also, the
health benefits have not yet been clearly established. A
thorough and comprehensive cost/benefit rational and analysis
should be included in the statement.

7. While the actions necessary to remove PCB's from equipment
according to the proposed rules are reasonably clear, the
discussion of the removal of PCB-containing materials from the
waste recycling program is not clear or complete enough to
appraise the effects of the proposed rules on industry. Some
*carbonless" carbon paper may be being removed from the re-
cycling process now, but the extent of that practice through-
out that industry is not stated, nor is the effectiveness of
that practice in reaching the temporary tolerance limit stated.
Because such a very small qguantity of carbonless carbon paper
per ton of waste paper when recycled exceeds the proposed
tolerances, it is unlikely that the tolerance limit can be

- met without significant additional costs to the recycling

industry thus reducing its competitiveness in the market and
its chances of survival. When carbonless carbon paper is
combined with unknown materials containing PCB's the problem
is further compounded, making the tolerance limits even more
difficult to achieve. The actions by the recycling induastry
necessary to meet the proposed rules are in the main different
from and more difficult than those the virgin paper industry
must take. While the intent of FDA is not to propose rules
detrimental to the waste recycling program, that in fact may
very well be the effect. The impact statement should address
recycling in depth to protect against any economic and hence
function dislocation of this important conservation effort.

8. The statement does not discuss the temporal aspects of
the temporary tolerances, nor the ways by which a "sufficient
period of time to permit elimination of such (PCB) residues
at the earliest practical time" is to be determined. These
issues are components of the economic impact of the rules
and information about the expected duration of the temporary
tolerances and some definition of "sufficient" and "earliest
practical time" should be included in the statement.
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9. The rational for not establishing the PCB tolerance of
the food itself described under Alternatives on page 16

is only valid because present information about the chronic
toxicological effects of PCB's is not sufficient.

This alternative is highly desirable, because it would
provide the necessary incentives to the food packaging

and processing industry to research and develop alternative
solutions to the control of BCB's in food from any source.
It would further the development of not only new products
but the development of new and improved tests and instru-
mentation as well as produce a better understanding of the
chemical and physical composition and behavior of PCB's.
Conversely, prescriptive restrictions on products ancillary
to the real purpose of the proposed rules serve only to
discourage the type of technological invention that a rule
on the PCB tolerance of food would foster. A part of the
rational for not setting focd tolerances should be amended
in the statement so tha+ once toxicological effects are
adequately determined, limits could be adjusted accordingly.

In summary, we believe the impact statement is not adequate

for the type of balanced factual consideration expedited under
NEPA and suggest that it be rewritten with more information and
redistributed for comment.

Sincerely,

e

Deputy Assistant Secretary
for Bnvironmental Affairs
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or counsL
PHILIP ELWAN
NEAL P. RUTLEDOE

Miss Beryl MaoCullar

Nearing Clerk

Department of Health, Bducation and Welfarse
Pood and Drug Mministration

Rooa §-98¢8

5600 Pishers Lane

Rockville, Maryland 20832

Ma: In the Matter of
POLYCHLORINATED BIPHENYLS
Proposal to Amend 21 C.P.R,
Parts 3, 121, 122, 129

Duar Miss McCullar:

When PDA's final environmantal impact statement
relating to the proposed PCB regulations ia iasuséd, it i»
14kaly that the Amorican Paper Institute (APX) will £ile
comments during the thirty day period providod for this
purpose by the Guidelines of the Council on Environmental
Quality (CEQ). 8Sce 36 Fed. Peg, 7724, 7726 (April 23, 1971).
It is API's position that both legal and policy considerationa
regquire a period of at least thirty days for comment on the
final environmental impact statement before the final
regulation issuas.

The National Environmentsl Protection Act provides
that both the final statement and the comments of interested
pml.u shall "accompany the proposal through the existing

% review processes ... . NEPA $102(2)(c), 42 v.s.cC.
unz 2)(C). The purpose of this provision is to assure
agency oonsideration of all environnental factors in the
formulation of regulations. This would be impossible if
fina) regulations were iesued in advance of the opportunity
for comment on the environmental statsment.
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Bearing Clark -2~ Cclolar €, 1972

Horcaover, the CEQ Guidelines and 1'» ;041Ieh ! proecoduras
of the Department of Heslth, Education an? Wolfarc (3% I'od. Rag.
23676-23679 (Pec. 11, 1971)) spull out a jnuvciv tiactable to
facilitate agenoy considoration of the stateacnt and [ ublic
comments. Both Section 10(b) of the CEQ Suldl lince and Section
20--15-80(B) (3) of the BEW procodures, whicl »r: asjlicai-le to
DA, require sn agoncy to isaue its fimal crviion.cntal impaect
statement "at leant thirty days before acting.” 'reting® in
this context can have no maaning other than the affirmative
stap by which the proposal is formally ei:.cied -~ & Section
701(0) (1) orcdexr. This language clearly ! .lu'wa contemporasenus
reloaso of the statement and the order, ev:n i thi effeclive
dats of the requlations is postponed for Ui frty Jays. After
the thirtieth day, the regulations would s:ici-t fcally Locome
_affactive without the need for further FDA action.

Thase procedural requirenents az« ':stysed Lo afford
» moaningful opportunity for interested ;arties, including
industry and other govornmental agencics, to coment on the
conmpleted onvi tal stat t, and for tho ag:incy to
consider these commenta before it finally comnita jtself, The
opportunity would be seriously undexmined if, as liag boen
suggested, FDA issues the impact statoment and PCR zegulations
sisultanecusly.

Sincerely yours,

Selma M. levine
Counsel fo- Anerican Paper
Inatitute, Inc.

SML/gw.

co- ¥r. Pine
Mr. Brandenburg
Ne. Wessel
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