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I. INTRODUCTION

The Commissioner of Food and 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 polychlori-
nated biphenyls (PCB's) from dietsry sources. Since it
was interpreted that implementacion of certain provisions
of the proposed rule making may significantly affect the
quality of the human environment, the Food and Drug Administra-
tion (FDA) prepsred, in accordance with the National Environ-
mental Policy Act of 1969, an environmental impact statement
on the proposed rule msking. Accordingly, FDA issued a
Draft Environmental Impact Statement on the proposed rule
making on May 11, 1972, and a Final Eaviroumental Impact
Statement on December 18, 1972. These statements addressed
the following sspects of the PCB rule making: Background;
description of rule making; environmental {mpact of rule
making; alternatives to rule making; cumulative, long-term
effects; and interagency review of rule making. In addition,
the Final Statement included a summary of proposed rule
making and evaluation of the commants received on the Draft
Statement and notice of proposed rule making.

Subsequent to the issuance of the Final Statewent, tha
Council on Environmental Quality advised FDA that the comments

received on the Draft Statement should be appended to the
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Final Statement. The Council on Environmental Quality aleo
suggested that certain iesues FDA intended to address in the
final order of the PCB rule making are also appropriate
_considerations under the National Environmental Policy Act
and as such should alsc be included in the Final Statement.
Therefore, ¥DA has prepared this Supplement to the Final
Environmental Impact Statement, which provides additional
information relative to the PCB rule making. The Council on
Environmental Quality further advised FDA that the provision
in its guidelines promulgated under the National Environ-
mental Policy Act, which requires that a final environmentsl
impact statement.be issued at least 30 days prior to the time
the action it governs is taken, need not apply to this
Supplement.

Therefore, pursuant to provisions of the National
Eavironmental Policy Act of 1969 (sec. 102(2)(c), 83 Stat.
833; 42 U.S.C. 4332(2)(c)), and under authority delegated
to him (21 CFR 2.120), the Cowmissioner of Pood and Drugs
issues this Supplement to the Final Environmental Impact

Statement - Rule Making on Polychlorinated Biphenyls.
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II. SUMMARY OF THE PROBLEM OF PCB's AS FOOD CONTAMINANTS;
RULE MAKING ON PCB's AND RELATED ENVIRONMENTAL 1SSUES

Polychlorinated biphenyls (PCB's) represent a class of
toxic industrial chemicals, which are highly stable, hsat
rasistant, and nonflammable. ' The industrial applications of
PCB's include, or did include in the past, use as electrical
transformer and capacitor fluids, heat transfer fluids,
hydraulic fluide and plasticizers; and use in formulations
of lubricants, plasticizers, coatings, and inks. PCB's have
been shown to occur as chemical contaminants in foods from
the following sources:

A. Because of their unique chemical and physical
properties and their widespread, uncontrolled industrial
uses, PCB's have become a persistent and ubiquitous con-
taminant in the environment, resulting in the contaamination
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.e., leskage or spillage of PCB's from
plant squipment.

C. PCB contaminated paper food-packaging materials made
from recycled paper containing waste carbonless copy paper,
in which 3-5 percent PCB's are used to encapsulate ink, has

led to the contamination of foods as a result of migratiom of
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PCB's from the packaging to the food contained in the package.
The use of recycled paper is not, however, the only source

of PCB'e in paper food-packaging materials. 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 reason, FDA publighed a notice of
proposed rule making in the FEDERAL REGISTER of March 18,

1972 (37 F.R. 570S) to limit human exposure to PCB'e from
dietary sources by dealing with known sources and causes of
PCB contamination of food. The proposed rule making included
the following provisions:

A. Restrictions on the industrial uses of PCR's in
establishments manufacturing, handling, or storing animal
feeds, food, or food-packaging materials, in order to preclude
the direct, accidental PCB contamination of these articles.

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

providing these substances do not migrate to the food.
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C. Establishment of temporary tolerances limiting the
level of PCB's in animal feed, certain foods, and paper
food-packaging materials as a result of unavoidable,
environmental contamination,

On May 11, 1972, FDA made avatilable its Draft Environmental
Impact Statement which addresaed the impact the proposed
rule making on PCB'es may have on the quality of the human
environment. This impact included:

A. Potential adverse effects on the environment from
improper disposal of PCB’s as a result of requiring
removal of PCB's from the FDA~regulated industry.

B. Potential adverse effects on recycled paper activities
as a result qf implementing the tolerance for paper
food-puf:lmging materials.

C. Ben;ficlai affects on human health as a result of
controlling the contamination of food with PCB's.

A 60~day period was provided for interested parties to cowment
on the Draft Environmental Impact Statement.

Comments on the Draft Statement were received from the
U.S. Department of Agriculture, the Environmental Protection
Agency, the U.S. Department of Commerce, and the American
Paper Inastitute. Copies of these comments are included in
the sppendix to this Supplement. The Final Statement

included FDA's evaluation of these comments. Further
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discussion with respect to these comments, as well as other
information on the PCB rule making, is provided in this
Supplement.
III. BASIS FOR ESTABLISHING THE PCB
TEMPORARY TOLERANCES

Sectioq 406 of the Federal Food, Drug, and Cosmetic
Act 1is the authority for establishing the temporary tolerances
for PCB's in animal feeds, certain foods, and paper food-
packaging materiale. It states that where the addition of a
poisonous or delaterious substance to food cannot be avoided
the Secretary shall promulgate regulations "limiting the
quantity therein or therson to such extent as he finds
necessary for the protection of public health,' and also
specifically states that the Secretary shall take into
account the extent to which use of the substance ''cannot be
avoided." This same suthority ia also applicable to food-
packaging materials. The fact that the tolerances for PCB's
are termed “temporary” is recognition that in the future
there should be less PCB contamination which "cannot be

avoided,” and the Commissioner is asuthorized to reduce the

tolerance levels accordingly.
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The temporary tolerances for PCB's are based on both
an analysis of available data on the toxicological effects
of PCB's and an analysis of reported levels of PCB's in
the food supply.

A. Toxicological Effects of PCB's.

The toxicity of PCB'e has baen under study for the past
several yc.rn.. The Food and Drug Administration's evaluation
of the significance of PCB'e on human heslth and the develop-
ment of allowsble dietary intakes of PCB's was based on an
anslysis of both animal and human toxicological data and ia
summarized as follows:

1. Animal Toxicological Data. Available data from
long-terw snimal studies shows that the no-effect level in
rata and doge (for PCB's with 42, 54, end 60 percent
chlorination) is 10 ppm. PEmploying & 100 to 1 safety factor,
the "no-effect” level for man based on data derived from
dogs would be 2.5 microgram (-c.g) par kilogram (kg) body
weight per day, or from rats, 3 mcg per kg body weight per
day. Therefore, based on long-term animal studies, the
allowable level of PCB ingestion in man would be approx-

imately 0.175 milligrams (mg) per day for s 70-kg individual.
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2. Human Toxicological Data. Human intoxication with
Kanachlor 400, a PCB that is manufactured in Japan and that
contains 48 parcent chlorine was noted in 1968 when a heat
exchanger leaked fluid into rice oil and was consumed by
Japanese families. About 1,000 people were 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 n": size. However, the growth rate of males
appeared to be somewhat slower than normal. Adult patients
had protracted clinical disease with very slow regression
of symptoms and signs, suggesting slow metabolisam and
excretion of this PCB in humans, probably involving a long
biological half-life. Exposurs levels 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 affect in the Japanese wvas
reported to be 2,000 mg. The human dnn'z' sstablished that
the lowest level of PCB that produced an affect in man

(using a SO-kg man) was 500 mg consumad over a period of

50 days at a rate of approximately 200 meg per kg body weight
per day. The sffect levael was based on overt symptoms rather
than sensitive biochemical tests that maight have 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 permisaible
no-effect level in man, sllows for an ingestion of 20 mcg per
kg body weight per day, or 1.4 mg per day for a 70-kg man,
based on 8 total period of exposure of 50 days (equivalent
to the Japanese incident). Since PCB's probably have a long
bilological 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 in the Japanese,
it is possible that 200 mg total dosage PCB's (applying a
safety factor of 10 to 1 as above) may be tolerated over

& much more protracted period of time without overt adverse
affect if daily exposure is held to ainimal levels. It

2/
Kanatsune, et. al., Fukuoka Acta. Med. 23:117 (1971)
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would take 22 months of daily ingestion of 300 mcg of PCA's
to arrive at a total ingeation of 200 mg. This would permit
ingestion of 4 mcg per kg body weight per day in a 70-k§
man. Since the lowest total dose producing an effect in
man in the Japanese incident was 500 mg, a similar analysis
leads to an allowable protracted 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 approximstely 0.06 mcg per kg
body weigh.t per day (or 4.2 mcg per day for a 70-kg man).
Because of the degree of sensitivity of the analytical methods
used, PCB's may be present at levels too low to be detected.
If lower levels could be quantitatively measured, the dietary
intake of PCB's from the total diet studies would probably
show an increase. It should be recognized, however, that
in rare instances some paople could have more systematic
exposures to PCB'a in foods than those expected by eating
a moderately well balanced diet such es represented by the
total diet samples. Hence, the need for minimizing potential
human exposures. The total diet studies indicate that PCB's
most frequently occur in the food compoeite consisting of

aeat, fish, and poultry (experience has shown that moat of
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the PCB residues in this composite are in fish and, to a
leaser extent, poultry) and ia the food composite consisting
of grain and cereal products (experience has shown most of
the PCB residuss in this composite are derived from paper-
packaging materials). FDA's food surveillance activities
have shown that PCB's also may occur in dairy products, agge,
and packaged foods, in addition to packaged cereal products.

C. Temporary Tolerances for PCB'e.

Using the human toxicological data described above,
FDA concludes that for the short term, based on the lowest
total dose producing an affect and estimated biological half-
11fe of PCB's, current levels of PCB's in the diet represent
no immediate hazard. This 1s also true for the average total
dose causing sn effect in the Japanese for long-tera exposure.
However, based on the most sensitive "Japenese patient" ({.s.,
lowest total dose producing an effact), the possibility of
potential long-term hazards necessitates reduction of the
levelas of PCB'e in food as scon as possible. In the interim,

temporary tolerances ars necessary to limit human exposure

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

contamination, which as a practical matter are presently
unavoidable, Those foods for which temporary tolerances

ars being established include milk and dairy products, poultry,
eggs, and fish. In addition, other information necessitatas
sxtending the iemporary tolerances to other items, as described

below:
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1. Infants and young children consume a greater amount
of food per kilogram body weight and thereby have a proportion-
ately greater exposure than do adults. A separate temporary
tolerance for PCB'a in infant and junior food, therefore,
reflects the poseibility that undesirable exposures could
result if combinations of certain PCB-contaminated foods
comprise a major portion of this age group's diet.

2. PCB's in paper food-packaging materisls represent
a source of human exposure to PCB's in the diet. The FDA
survey of the PCB food-packaging msterisl problem showed
that 67 percent of the packaging portions of the samples
examined contained PCB's. The highest level was 338 ppm.
Analyeis also showed that 19 percent of the food portions
of the samples contained PCB residues and that there was
an average PCB concentration im the food portions of 0.1
ppe. The maximum level of PCB's found in food was 5 ppm.
Either limiting tha PCB level of paper food-packaging material
to 10 ppm or requiring the use of a functional barrier which
is impermeable to PCB migration provides the necessary means

for limiting this source of PCB contamination of food.
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3. Since PCB's sre transmitted to and concentrated in
adible portions of food-producing snimals which ingest PCB-
contaminated feed, animal feeds reprasent another source of
PCB's i{n the human dist. Therefore, temporary toloru#u
for PCB's in enimal feeds and animal feed components are
necessary to oinimize the frequency and magnitude of PCB
residuss in éoodl of animal origin.

TDA concludes that the temporary tolsrsncas being
eatablished will protect the public health, but cautions
that these temporery tolerancee are not to be construsd se
guidelines permitting ths consumption of foods containing
theas amounts of PCB's on a regular and consistent basis.

Purther, the temporery tolerancas will be lowered es

_ axperience indicstes that lower levels can be stteined.

IV. ALTERNATIVES TO TEE PCB TEMPORARY TOLERANCRS

The Final Environmentsl Iapact Statsment included &
discuseion of the alternative couraes of ection sveilsble to
YOA for each provision of the rule making. The following e
@ discussion of other elternatives which were suggested by
consumer groups and by industry in their comments t? the YDA
on the notice of proposed rule making.
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A. Enforce Zaro Tolerances for PCB's in Animal Feeds,

Certain Poods, and Paper Food-Packaging Msterials.
Animal feeds, certain foods, and paper food-packaging

materials contain PCB's, which under prasent conditions of
environmental contamination ars unavoidable. Current tox-
icological information doee not support tha necessity of
astablishing zsro tolerances for these items in order to
protact public health, since human exposure to dietary
sources of PCB's 1s usually sporadic, nonsystematic, and
occasional. The "finite" temporary tolerances being
established by FDA will provide the assurance that signi-
ficant PCB levels are not contained i{n food and that human
exposure to PCB's from dietary sources will be maintained

at safe and minimum levels. Zsro tolarancas, therefore, are
unwarranted and would unnecessarily deprive the consumer of
a portion of his E‘ood 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

Animal Feeds, Certain Foods, and Paper Food-Packsging
Materials.

This alternative was explored by FDA and rejected for

the following reasons:
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1. No suthorizstion has besn granted under the Fsderal
Pood, Drug, and Cosmetic Act psrmitting PCB'e as components
of food or as eubatances otherwiss effacting the charectsriecics

of food. The fact ‘h. however, that PCB's ere components

of foods es a result of unavoideble, envi al contaminaticn.
Analyeis of curreamt toxicological dats demonstretas a potentisl
hazerd to humsn health if distary exposures to PCB's ara
not controlled. Therefora, as poiscnous or delsterious
substances, PCB's in aninal feeds, foods, and paper food-
packaging materials render such articles adulterated under
the Federal Food, Drug, and Cosmetic Act. Pailure to initiate
positive action, 1.e., establish limite on the PCB content
of thase srticles and removs from consumer chamnsls thoss
srticles containing PCB's in axcess of the astablished limits,
would be contrary to the interests of public health and
contrery to congressional mandate.

2. In the sbsence of tolerances for PCB's in foods,
YDA hae usad "action level guidelines” for determining the
level of PCB contamination at which regulatory actiom 1a
to be initieted. During the past 3 years, FDA, the U.S.
Department of Agriculture, and State and local agencies
have used thees action levels as the basis for resoving
PCl-contaminated foods from commercisl channels. The

PCB temporary tolarances now being esteblished ere
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generally comparable to these action lavels both in terms

of the level at which regulatory action is taken and the
reason for taking regulstory sactiom, i.s., protection of
public health. The major distinction is that the tolerances
are iesued as a proposed regulation upon which all interested
parties are invited to comment. Once established as a
regulation, tolerances provide guidance to all regulatory
agencies and to industry in order to assure efficient and

equitable enforcement and consumer protectioa.

C. Establish Tolerances for Packaged Foods Rather
Than Paper Food-Packaging Msterials.

Thie altermative, which the paper industry recommended,
wvas considered by FDA and rejected for the following reasons:

1. Since the transfer of PCB'es from packaging material to
the food is dependent on time and conditions of exposure,
tolarances based solely on the packaged food would not provide
adequate protection to the consumar. A packaged food analyzed
at the time of packaging may be entirely free of PCB's, but by
the time it reaches the consunmer and ie finally consumed it
may have accumulated considersble quantities of PCB's 1if the
packaging material is contaminated. A tolerance system in

which analytical findings are eo dependent on many variables

such as time of esampling would not be r ble or adequate.
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2. In order to achieve cowpliance with a tolerance for
packaged food, the level of PCB's in the packaging has to be
taken into account and limited in order to preclude the
potential transfer to the food of quantities of PCB'e that
would cause the food to exceed fite tolerance level. Since
the level of PCB's 1in packsged food is related to the lavel
of PCB'e in its packaging, tolerances for both the food and
ite packaging would de necessary. This amounts to an obvious
redundancy.

3. Establishing a tolerance for packaged food alone
would be inconsistent with the intent and meaning of Section
406 of the Federal Food, Drug, and Cosmetic Act. The
packaged food by itself does not contain unavoidable PCB
residues; ths principal source of the PCB contamination of
packaged food is the psper food-packaging material, which
contains the unavoidable contemination. Accordingly, the
tolerance should deal with this material. Therefore, this
source of food contamination should be limited so as to
minimize the luvels of PCB's that may migrate to the packaged
food.

4. TPailure to limit the level of PCB's in paper food-
packaging materials would perpetuate the use of a known,
avoidadle source of PCB contaminatiom of food.
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D. Exempt Aroclor 1242 from the PCB Temporary Tolerance

for Paper Food-Packaging Matsrials.

This alternative, which FDA investigated and rajacted,
was aleo recommended by the paper industry. The paper industry
comments state that the sstablishment of the PCB tolerance for
paper food-packaging matarials is unwarranted for public health
ressons, bscesuse aveilable scientific svidence shows that Aroclor
1242 (the predominant PCB found in paper) ia not parsistent
and cumulative, and thus will not pressnt & chronic toxicity
problem. Although data indicates that some components of
Aroclor 1242 are ﬁnbolind in biological systems more
rapidly than the other higher chlorinated Aroclors, there
is no information available which describes tha composition,
toxicity, and fata of ths matabolic products. The absence
of Aroclor 1242 residues in human and certain snimal tissue
and in the environment is not a sound bssis from which to argue
thet no hazard sxists from the ingestion of Aroclor 1242. The
possibility exists that Aroclor 1242 is converted to slteration
products which may be more toxic than the original compounds,
but which are not detectsble by current analytical methods.
Further, available data from chronic feeding studiss with rats
snd dogs fail to substantista claime that Aroclor 1242 does not

represent & toxic substance or that it differs in toxicity
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from other Aroclors. Therefore, the Commissioner concludes
that the temporary tolerance will apply to the term “PCB"

irrespective of which Aroclor ia present as the contaminsnt.

E. Postpone the PCB Tolerance for Paper Food-Packaging

Materisle Until Certain Informatiou is Developed.

Comments received from industry and related trade associa-
tions argued tht the tamporary tolerance for PCB's in food-
packaging materials should be delated or postponed until: (1)
quality control test proceduras and adequate analytical methods
ere developed to regulate production and insure complianca,
and (2) wigration rates are established to take into account
barrier effacte, type of food, and the ratio of package
weight to food weight. FDA coneidered these comments and
concluded that the establishment of the tolerance should not
be postponed for the following ressons:

1. Although a trade association submittad data which it
claimed indicates a lack of relisbility in analyses of paper-
board material, the data failed to oh;vv that uniform test
methods were employed by the participating laboratories or
that these tests ware performed by laboratories with demon-
strated capabilities in trace residue analysie. Further, an
nt‘tllbor-toty study that was conducted under the auspices of

another trade association and that utilized FDA anslytical
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methodology supports the conclusion that current methodology 18

adequately sensitive and reproducibla from laboratory to labora-

tory to insure compliance with the tolerance.

2. It is recognized that migration rates (actual level

of PCB's in food resulting from the usa 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 ccncern 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 is an accept-
able alternative to limiting the PCB content of paper food-
packaging material. PFor 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 ie separsted from tha food by a functional barrier
impermeable to PCB migration. Mstal cans and glass bottles
are obvious examples of what constitues a functional barrier
ilpombh. to PCB migration. Data from industry~sponsored
studies have shown the materials such polyvinylidene-coated
papsr and glassine can, to varying degress, prevent or reduce

PCB nigration under test conditions which would favor migration.
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FDA would not object to the use of flexible materials and
other materials ss barriars, provided there 1is no evidence
of lilrgticn of PCB's to the food. At this time, howsver,
there is insufficient information for FDA to list as paxt

of the regulation those materials that are considered
functional barriera. The other factors mentioned above -
which affect migration rates may also be important considera-
tione and should be thoroughly studied. In the interim, the
temporary tolerance for paper food-packaging materials and
the exemption to this temporary tolerance are considered
necessary to assure the consumer that packaged food is not
baing contaminated with PC3's to an avoidable degree.

¥. Establish a Bigher Tolerance for Paper Food-Packaging

Matariala.

The notice of proposed PCB rule making included the proposal
to.unbluh the temporary tolersance for PCB's in paper food-
packaging materials at 5 ppm. In exploring alternative courses
of action regarding this regulation, FDA reevaluated the 5 ppm
tolerance level. Data from the FDA survey of PCB's in foods
and food-packaging material showed that the food portion of
the sawples with 5-10 ppm PCB's in paper food-packaging
material contained the same range of PCB levels (0.1-0.6 ppm)
as the food portion of the samples with 0-5 ppm in plﬁor food-

packaging materisl. Samples with more than 10 ppm in the
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packaging contained higher lavals in the food, ranging up

to 3.7 ppm. On the basis of thia information, the FDA
concluded that the final order of the PCB rule ukln‘ should
bs changed to incorporats a revision in the temporary tolerance
for PCH’s in papar food~packaging materials from 5 ppa to 10
ppr. Thia revision in the tolerance was aleo stated in the

Pinal Favironmentsl Impact Statement on the PCB rule making.

V. ENVIRONMENTAL IMPACT OF THE PCB RULE MAKING

Since the PCB rule making will reduce human expoaure to
dietary sources of a toxic, chemical contaminant, FDA concluded
in its Final Environsental Impact Statement that the rule
making will hava a beneficial effect on the quality of the
human environment.

The Final Statement sleo included a discussion concerning
potential adverse sffscts the rule making may have on the
quality of the human environmant. The following ia additional
information relativa to this matter:

A. Environmental Impact of PCB Replacement or Subatitutes.
During the development of the provisions of the rule making,

conaideration was given to tha posaible udvers; effects on the
environment of those chemicals which may be used as replacements

or substitutes for those industrial uses of PCB's prohibited by
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the rule making. FDA was and continues to be concerned that
the regulation could have the effect of causing the use of
chemicals which would poss a threat to the environment and
to human health, For this reason, a requirement in the final
order of the rule making will call attention to this potential
problem in order to reduce the likelihood of introducing
s nev "PCB-typs problam.” This requirement is as follows:
"The toxicity and other characteristics of fluids
selected as PCB replacements must be adequately datermined
so that the least potentially hazardous replacement
is used. In making this determination with respect
to a given fluid, consideration should be given to:

(1) ite toxicity; (2) tha 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 & loss of fluid, etc.; and (4) its environmental
stability and tendency to survive and be concentrated

" through the food chain. The judgment as to whether

a replacement fluid is sufficiently non-hazardous is

to be made on an individual installation and operation

besis. "

Purthermore, the numsrous PCB-sssociated "accidents" that
have occurred in the past and the provisions of the rule

making {tself will serve as incentives to prevent future
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problems from occurring. Industry should be more cognizant
of tha ssrioua repercussions that can result from the indis-

criminate use of toxic chemicals and from accidents of this

type, such as adverse effacts on human health and the environment,
adverse publicity, criminel and civil penslties, and substantiel
financial losses. In addition to thesa considerations, there
is information which indicates that leas toxic, biodegradable
PCB replacements have been developed and are being used for
heat transfer systems and other industrial applications that
have caused past environmental problems.

In conclusion, FDA can only speculats that some PCB
replacements or substitutes may present future enviroumental
problems. Howaver, {t is known with certainty that the
continued use of PCB's by tha regulated industries presents
a definite hazard to man and hia environment. Therefore, FDA'e
action to restrict the use of this contaminant {n feed, food,
and food-packaging material manufacturing establishments is
clearly more beneficial to the quality of the human environment
than allowing the continued uas of PCB'a.

B. Impact on Recyeling Activities.

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

recycling in solid waste disposal programa. This slleged

MONS 043338



- 25 -

adverse environmental impact is based on the pnpér induatry’s
contention that the tolerance would place severe economic
hardships on recycling aills, as follows:

1. "Significamt" quality control costs would be required
to sssure compliance with the tolerance; and

2. Financial losses would be incurred when products which
contain PCB's in .uounu above the tolerance are rejected.

The paper industry concludes thst these increased costs in pro-
duction would cause the closing of some recycling mills and
thus result in the adverse environmental impact cited above.

This aspect of the rule making was addressed in the Pinal
Environmental Impact Statement. FDA concluded that the revision
in the tolerance level and ellowing an exemption to the tolerance
would reduce or eliminate the alleged adverse effacts on recycling
programs. First, increasing the tolerence for paper food-packaging
materials from 5 ppm to 10 ppa is expected to result in only a
low percentage of paper products being excluded from use for
food-packaging purposes. This conclusion was baaed on industry
survey deta which showed that 20 percent or mu. of paperboard
samples tested contained PCB levels in excess of 5 ppm, wvhile
about 7 percent exceeded the tolarance level of 10 ppm. Second,
the exemption from the tolerance vhen a functional barrier is
used wvill serve to further reduce tha percentage of psperdboard
that would be unacceptable (i.s., containing PCB's in an amount

sbove tha tolerance level) for food-packsging use.
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In addition, the Final Statement statad that recyclad peper
products are not being singled out es objects of this tolerance.
Virgin paper products have been shown to contain PCB'a and, for
this reseon, tha entire paper industry will heve to baar added
costs of implementing quality comtrol procedures. In chie respect,
recycling mills are not baing placed at a competitiva dimadvantage.
Purthermore, thesa sdded coets era fully warranted and justified
because of the public health banefits that will be derived from
regulating this source of food mnnimtion.

As a possible means of reducing the incidence of food~
packaging matarials that exceed tha tolerance level for PCB's,
the Euviroumental Protesction Agency stated in its comments on
the Draft Environmental Impact Statesment that consideration
should be given to removing from exi{sting inventories carbonless
copy paper that cuntains PCB's. In the Final Statement, FDA
responded to tha EPA comment by stating that it lacks jurisdiction
to implement this aotion. This continues to be the reason FDA
does not consider thie approach an effective and realistic
slternative to the temporary tolerance for PCB'a in peper
food~packsging materials. Howsver, FDA does recognize that it
may be feasible to some degree to control the tl& of PCB-
containing csrbonless copy paper into waste paper channels, and

thus lessen any impact tha PCB rule making may have on recycled
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paper programs. In this regard, FDA has contacted the Environ-
mental Protection Agency and requested its assistance in exploring
possibls procedures for implemsnting the Environmental Protection
Agency's suggestion.

C. Economic Considerations.

The U.S. Department of Commerce, in its comments on the
Draft Statement, stated that a cost/benefit analysis relative
to the PCB rule making should be conducted. The Final Statement
responded to this commant by stating that eince a cost/benefit
analyeis is an economic consideration, it is not a proper
subject of an environmental impact statement. The Counsel on
Environmentsl Quality advieed YDA that economic considerations
should be eddressed elong with the environmental considerstions
under the Nationel Environmental Policy Act. FDA is {n agreement
and retracts its previously ststed position on this matter for
the following reasomns:

1. The position is contrsry to the Netional Environmental
Policy Act.

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

problem.
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FDA recognized that because PCB's are widely used and
important industrial chemicals and ubiquitous environmental
contaminants, any action taken would have adverse economic
consequences. FDA algo recognized that bhecause PCB's ere
toxic substances, not taking sction with respect to the
sources of PCB contamination of the food supply would have
adverse consequencee on human heslth. In the develapment
of the PCB rule making, FDA fully considered consequences
in termes of both the cost of compliance and the health benefits
derived from minimizing human exposure to PCR's. The rule
making reflects a balance between these consequences, i.e.,
the regulations are not more restrictive than is necessary
to protect public health. This fact is sxemplified in the
proposed 1ule making, vherein it was stated: “Immediate
elimination of all food packsges containing PCB's would disrupt
the Nation's food packaging and distribution system and is
not warranted by the hazard to human health." The Draft and
Final aniromunn]: 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 additiom,
this Supplement responds to industry comments that the rule
making will cause a severe economic impact on the recycling

industry.
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