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Polvchlorinated Bipheayls

Introduction -~ Natnre of the Decision

The prucess ol Federal government deliberation und decision on
polychlorinated biphenyls (PCB's) was relatively circumscribed and
straightforvard. The Government actually possessed little in the way of
legal repulatory authoriiy. lience, the “decisions” leaned heavily upon
peruuacion and on para-regulalory moves. Nevcrtheléss, the Govermment's
decisiong in this case did lead to the intended and rccomnended actions
(rcductjon and restriction in certain uses of PCB's) and a tightening of
the procedures governing the manufacture, importation and continucd use
of these chemicals.

Most important, perhaps, was the fact thal the decisions and actions
ussumed Ly the Government (and by perts of iie private sector) were taken
detiocrately and on the basis of unusually pood analysis and informaticn.
The PCH decisions, in brief, were unusually well informed decisions when
comparcd Lo others of this type and the analyses used to arrive at the
gecisions were probably rfuller and of a higher quality than is the case of
most regulatory actions.

The several agencies of the Federal government concerned with the PO

question contributed io the deliberations and to the analyses. AL the same

tire, an cutzide groun of scientific experts was engaged by the Office of
Science andé Technolozy to consider PCB's from a broad perspective as a
case study of a hazardous substance existing in the enviromment in trace
guantities. The Govermment's major deliberative beody for its decisions
was an interagency, PCB Task Force--run jointly by OST and the CEQ. The

case study of the oulside advisers to OST was timely and uscful to the

Government's own analyses.
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Backrround - Chronclo-y

The term, ﬁolychlorinated biphenyls, refc.z Lo a family of chlorinated
organic compounds which were devplopcd for commercial use in the late 1920y,
heir useiulness was attributed especially to their Ligh degree of physical
and chemical stability--even at high temperatures--and because of' some
unusual elcctrical properties (high degree of dielectric capacity).
(Interestingly, 3t was this high thermal stability which made PCB's so
useful technologically which also presented an environmental hazard).
Yience, PCR's found particular utility as heat transfer fluids (because
they did not break down or burn), hydraulic fluids, insulating materials
in trupsfnrmcrs and capacitors, and in a miscellaneous catepgory of
“plasticizer uses (paints,‘plasticizers, carbon-less carbon paper).

There was only one manufacturer in the United States, the Monsanto
Compiny, which produced the hasic matcerial for all of the users. IProduc-
tion rouzhly doubled between 1960 and 1970 and the U.S. procduction was
estimated to be roughly one-half the total world production.

‘The demonstirated usefulness of PCB's, especially in its electrical
applications and as heat transfer and hydraulic fluids, led parts of the
industrial and commercial worlds to become dependent upon them and to
desipn certain types of equipment to use PCB's specifically. This was par-
{ticularly Lruc for ccrtain heat exchangers and for enclosed, power transformers.

Beginuing particularly around 196G, public and professional anxieties
begrun to be raised over possible environmenial and health hazards associ-
ated with rCB3's. These gencrally were of two sorts:

1, e discovery of fat-zoluble, orpanic compounds incinding eplorinated

livdrocarbons and DD in trace quantities in a widely distributed nattern in
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Lhe environmenl -- often distant. from apparcent sources.,

PCB's were ambng the materials found but were often conluscd in an
analytic scnse with other substances. PCB's were first distinguished
from the “unknown inlerfering compounds” found in nature in 1966 by
Jcnsenl/ and lhe next year by wicmnrhg/. On the basis of this latter
report, the Food and Lirug Administration was woved to develop analytic
methods Lo distinguish between PCB's and chlorinated oruuni; pesticides
encountered in monitoring for regulation.

In February 1909, Dr. Robert Risebrough. (sathered attention by

warning, in an article in the San Jrancisco Chronicle of dangers of

PCH' s in the eco-system. Over the next 6~7 months, the FIA increased

its surveillance of foudstuffs for evidence of PCB residucs. Notable
positive findings were in fish. Monitoring of foodstuffs, raw agricultural
products, fish, and fueds for PCB's was augmented throughout 1970. PCB's
were found in fish and marine aniwals in high concentrations closc to
plants which manufactured the chemical.

2, “Accidentnl spills or leakapes of large vuantilies ol polychlovi-

naled biphenyvls with consequent contamination of foodstuifs and animal

In 1968, I'CB's, used as a heal-exchange {luld in a pustecuriuzer, leaked
into rice oil) Leing manufactured for home cooking use in a plant in Japan.
More than 1000 persons were affected by the contaminated rice oil, many of
whom exhibited persistent skin lesions as well as systemic discase (Yusho
disease). 1n July 1971, leakage of heat exchange fluid caused contamina-
tion of pasteurized fish meal which was used as a feed ration for chickens

and catsrish.
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In addition Lo Lhese two major areas of couutern, TCO'S bLegan Lo be

reported with increasing frequency in poultry wid cggs, el in pa

g

5
C

material for food.

PCU's appeared with increasing frequency in 1970 and 1971 in
the professional scientific literature dealing with wildlife and the
environment.y’ ’4'/ .In September 1970, the National Swedish Environment
Protection ULoard held a conference on Pcu's.y One of the sessions of
this confercnce highlighted the "environmental problem."  This conference,
perhaps for the first time, brought together the extent of understanding of
the munufacture, use, cxtent of environmental contamination, analytic

5/

In August 1971, an Environmental Quality Workshop was convencd in

methods, and Livlogical effects for PCB's.

Durham, New Hampshire by the National Academy of Sciences to consider
Marine JFovironmental Quality and Ocean Pollutants g PCB contamination
was highliphted.

1n addition, provoked by both the accidental spills and Ly the
widespread finding of trace quantities of PCB's in the cnviroument,
there emcrged in the lay press a series of storle_s and articles dealing
with PCB contamination. Most of them occurred in late 1971 and reflected
especially the contamination of foodstuffs. :7——/

The FM, awarc that PCB's were to be found as a contaminant in the
environment, and alert to the occasionally reported cases of accidental
spill;uc:, elected to engage in watchful surveillance of food. 1t did
this in part in cooperation with the Department of Arzriculturc. As u
receult of the findings of ICB's specifically in fish and mili, the FIA

established, betueen becember 1969 and February 1970, “Action Levels* for
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PCB's in milk, fou]hry and fish., Action levels are tcmporary threshoids
for reguiacory ueéisjon pending the establishment of a more permanent
regulatory policy and procedure. In August 1970, the ¥FIW establishcd a
similar aclion level for epgs. During 1970 and 1971, the FDA used these
guideline values in various scizures of foods found contaminated with PCB's,

The number of reporled contaminations of foods, recreational fish
packaging materials and animal feeds increased toward the hitter hall of
1971. Accompanying the announcements in the public press (and, undoubtedly
refleclive of them), there also occurred tavard the end of 1971 a series of
inquiries from Congressmen and other elected officials over PCB contamina-
tion of.food and the environment., On August 16, 1971, Scnator McCovern
addressed a letler to the Commissioner of the FDA reflecting this concern.
In Seplember, Governor Miliken of Michigan sent a telegram to
Elliotl Richardson, Scerctary of HEW, in which he announced a restriction
of commercial salmon fishing because of the finding of I'CB's in fich.

By August 1971, the FDA (and to some extent, USDA) found itself
rapidly propelled into a position where it would be “required" by public
pressure and advocacy to take a stronger and more forthright position
againgt PCB's. fhc scientific issues were sLill not clear and there were
giurinc gaps in information. What really were the biological effects of
the complex known as PCB's?  How did the various PCB's vary in human
toxig;ty and which members of the PCB family were found as contaminants?

Was observed Loxicity due to PCR's proper or to contaminanits produced during
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their manulacture? Jlow widespread was the contamination and how good
was the monitorinf system in picking up accidental spills? Furthermore,
it was clear that the Lwin issues of widespread environmental contamina-
tion by tracc guantities of FCB's and the selcctive, higher level contamina-
{ion of foods and fced had to be joined at some point in Goveriment
" decision-making.

On August 5, 1871, the FDA, on its own initiative, vnlicd a meeting
of spokesmcn from each of several Government agencies and Iederal research
luboratories to review the state of scientific understanding of Pcd's.

The text for the meeting was the reported scries of accidental spills and

14/

leakages. Shortly following that meeting, the Department of Agriculture
and the Commissioner of the FIA asked the Office of the Presideut's Science
Adviser to provide assistance and act as a focus for the Government's
actions and decisions concerning PCB's. This request was made becausec:
(1) the issuc cut across several Federal agencies and also involved oubside
scientists, (2) the issue was rapidly becoming uncomfortable for the FDA to
handle alone, and (3) the Office of Science and Technology already had
under way a scicntific review of polychlorinated Liphenyls and had quietly
vegun to pather information several months back.

1n April 19/0, spokesmen for the Monsanto Company agrced to mcet with
the staff of the President’s Science Adviser in OST to discuss a munber of
issuces concerning ICBR's including a series of animal Loxicoloyy studics
which-Monsanto had undertaken. During this meeting, Monsanto was asked
for informution concerning the amounts of ITB il manulactured and dis-
iributed. The company, being the sole producer in the U.D., was rcluctant
to make public this information although reportcd that it might be able to

provide the data-on a confidential, non-public basis Lo the Government,
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In October 1970, a review was begun in the Office oI 5ciénéeé and Tedh=
nology of Lhe genéral subject of hazardous substances cxisting in the en-
vironment in trace quantities. This review, known ultimately as the Panel
on Hazardous Trace Substances, had as its major goal the identification of
the needs for information Ly the Govermment in making judgmentis aboui trace
hazardous substancces. The Panel was composed principally of non-Government
experts in the fieldc of ecology, chemistry, biology, cnviro;ununtal and
occupational medicine and geology. Three cuase studics were bejun {rom
which il was hoped lo draw generalizable cxperience. ‘he particular sub-
jects for the case studies were chosen because they were thought to be of
importance, because repgulatory or olher governmentul action had not yub
been taken but could be expected at some time in the reasonably ncar future
and because it was thought that there existed sufficient information from
which to Jdraw conclusions. The cholces were cadmium, arsenic and PCi's.
Thus, a5 the Govermment began to develop ils own posilion on PCR's in 1971,
the OST-initiated study was already under way. What followed, in parbl, wag
for the Governmeni to borrow the experience developed by the OST Panel and
even for the Lwo exercises to be joined to some extenl. Notwithstanding,

a separate and identifiable PCB report was published by the members of
ihe rancl on llazardous Trace Substnnccs.}é/

On Scpbember 1, 1971, the FDA held a mecting with USDA, BIA, the Council
on Environmental Quality and the Office of Science and Technology to explorc
optior;s for furiher action concerning PCB's. The FIA and the USDA requested
that the Office of licience and Technology take a lead role in handling this

matter. OOT acceeded Lo Lhis request and agreed to collaborate with the CEtg in Ll
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task. This bucame known us the Interdepurtmental Task Heree en DLUs.
The Tusk Force was announced on September S in a joint FDA-UJIN press

2/

On September 15, 1971, the OST Panel on Hazardous ITrace Substances

conference.

and the Covernmental Task Force met jointly with rcpresentative of the
Monsanto Company. The principal agenda item of this meecting was a request
for information concerning the amounts of RCB's produced, pﬁtterns of
distribution and usage, and estimates of losses into the cnvironmcnt.il/
Again, the manufacturer expressed its willipgness to supply information

of this sort {0 the Government but with the understanding that thesc data
would not be porirayed publically except in their full and dciailed rashion.
In addition, the Monsanto Company expressed some concern over the seemingly
disconnected character of the Government's activities up to that time and
ihe difficulties involved in finding responsible spokesmcn for cach of the
sgencics involved. Monsanto made a strong plea (in the form of a condition
for their supplying information) that they be permitted to deal with a
gingle spokesman for the Government.

Ihe Office of Science and Technology, on the advice of Lhe Counsellor
to the President, did reach agreement with Monsanto on the teries of re-
ceiving the information.lg/ These were shortly rendered mool by a reguest
by the Unvironmental Defense Fund for the same information, This informwa-
tion pltimatcly served as important background for the Goveriment's decisions
and was lcaned on heavily by both the OST Panel and the Task lorce.

The 037 Pancl combined the production figures and the data on distribu-
tion and use with knowledge of the physical properties of FC3's to develop
u composite picturc of the rates and routes of envirommenial transport and

disposition. 7The data were refleceted in a ceries of coefiicicabs ror a model
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of transportvcf PCB's. While this was necessarily & crude descripfiton;
it served as a véry useful instrument for placing PCB's in percpective.
It replaced what otherwise would have been a totally qualitative--even
intuitive excrcise. It pointed up important gaps in knowledge. Finally,
some verificalion was afforded by the results of physical measurement
and monitoring. This attempt at environmental modelling was a major
contribution by the Panel to decisicn-making.

The OST Pancl report was also appropriately critical in its raview
of biological effects and analytic methods f£or PCB's. It considered
what was known of the mechanisms of observed biological effects, relation-
ships between variations in chemical structure and biological activity,
and it attempted to compare the effects of controlled laboratory experi-
ments with observations made on animal populations in nature.

The Interdepartmental Task Force reflected much of this information
in its report. 1t explored additional territory as well--reflective of
the fact that it was a Governmental report which focused on a number of
specific, prugmatic, Government or public problems. Thus, as well as
gerving as a revicw of the scientific aspects of PCB's, Lhe Task Force
explicilly revicwed a number of broad aspects of the PCB question. Most
important, perhaps, was the exploration of the benefits or utility of PCB's
and of the industrial and commercial dependencics built up over the years.
This explicit review of benefits of PCB's, vhich is often not done for
regulatory decisions, was of vital importance for decision-making for
PCB'5s. ‘Ime National lureuu of Standards engaged in a review and analysis

of the benefits und even the "essentiality” of each of the several
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uses of PCB's. In this, the NBS received advice from {the Matiomas wductrin)
Pollutioh Control’Council especiully for electrical uses of PCR's. in encn
of the cases cxumined, the guestion of a possible and satisfactory replace-
ment for PCB's was raised. This review became the basis for the ultimete
decision to preserve clectrical uses of PCB's (ror which there wcre true
dependencics and no satisfactory substitutes) and to restrict other uscs.lﬂ/

The Government Task Force report included a systematlic sﬁmmary of
monitoring experieuce for PCB's in food. It had been this matier of
PCB's in fuod as much as any other which had raised PCB's to public notice.
Hence, il was thought highly desirable to lay out systematically the appar-
ent extent of food contamination and to consider what the patterns of
contamination would sugrest. for public policy and Government action.

The Task Force Report explicitly reviewed all of the pertinent Federal
regulatory laws for ihcir applicability to FCB's. This was, therefore,
an exploration of the power of the Government to control and limit the
manufacture, distribution, use and disposal of PCB's, 7This review pointed
out. (which was already known) that existing regulatory authoritics were
capable of responding to specific incidents of contamination of foodstuffs
once they were re;ognizcd. However, 1t acknowledged that the Government's
légul armamentarium was generally ”... inadequate to prevent more PCB's
from entering the cnvivonmcnt."iﬂ/

Ip addition to Lhe above, the Interdepartmental Task Force review
considered Lhe chemical and physical properties of PCB's, the occurrence,
transfer and cycling of PCB's in the environment and the known biplogical

effects~~especially on man,
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During the time the Government rdvicw of FCB's was being pmyEueiT; the—

height of public concern over these chemicals ~rntinucd Lo rize somewbat.
For this rcason, the Commissioner of the FDA felt compelled to hold a
press conference to "...try to help establish a perspective on PCB's...
roughly a month after the Task Force began its work.gg/ This was an
appropriately reasoned statement which atiempted to allay fears and dis-
courage demands for a sudden, outright ban on PCB's (even if the Govern-
ment had been capablc of invoking one)., The statement deferrcd to the
onaoiha process of revicw and deliberation as the basis for considered
decision and action.

There was, finally, a third review of FCB's undertaken within the
Federal walls. One of the National Institutes of licalth, the National
Institute of Environmental Health Sciences, had sometime before, slected
to engage a series of "scientific” reviews of materials which were of
impending regulatory concern and for which no systematic accounting of
scientific information had been done. The philosophy in this case was
to bring together in a conference spokesmen for the principal research
projects-~published or under way--in order to tadte the measure of the

aveilable scientific understanding. At the same time, mcmbers of the

press-~especially scientific writerse-were invited to attend these sessions

in order to enjoy the products of this review process. Thus, the aims

were to educate both scientists and the public ebout the science and its

interpretation.
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In December 1971, the National Institute of Envijrdahah i Iika (R

Sciences held the firct of this series of conferences In iortin Carolina--

2y

this one on PLD's, Many of the same spokesmci who were engaged in
the other revicus made presentations at the “open* conference. One of

the major accomplishments of this meeting was to impart an understanding

to the press and science writers as to what the character of the scientific

evidence was and what was the scientistis' own interpretation of experi-
mental findings. The net (ang immediate)} eflect of that excrcise was to
tuke the revwSworthiness out of the ¥CB issume and to remuve it (rom the
category of the sensatiounl. Very little was actually reporied in the
press of thal meeting. More important, relatively little mosc was
reported on PCW's in any form in Lthe lay press.

The principal “control" actions for PCB's were the result of per-
suasion by the Federal rovernment rather than by direct regulatory
excreise.  The Goverument possessed no real regulatory aulhority to
control. the manufacture, distribution or use of PCB's. However, the
persuasive influence of the several Government inquiries--especially
the ICB Interdepartinental Task Force--was undoubted. Thus, the major
action was taken "voluntarily" by the Mansanto Company, the sale U.S,

manufacturcer,

%Sincg then, NI has held similar reviews on lead, antomutive
emissions, and other substances of current public and Covernmental
concern.

NONS
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Beginning in 1970, the Monsanto Company had begun to reduce the
sales of PCB'c--cspecially for non-electrical uscs. Domestic sales
for PCB's for non-electrical uscs had risen from 12 thousand tons in
1968 to 16 thousand tons in 1970, By 1971, this figure was rcduced to
approximately 4 thousand tons.gz/ In addition, the Monsanto Company
quietly assumed for itself Lhe role of distributor as well as manufacturer
in order to excrciune some con{rcl over end-use of PCB's. 1In this way, the
manufocturer was able to “discontinue sales of PCU's for use in painis,
plasticizers, scalanls, adhesives and othef-'opcn-systcm' uses."

Thus, during 1971 and 1972, the Monsanto Company also restricted (or
attempted Lo restrict) sales of PCB's to installations in which food or
animal feed was processed.

The principal recommendation of the PCB Task Force was the discontinu-

ance ol all) uses of ICB's except in clectrical capacitors and Lrunsiormers.

These latier were jud,ed to be both essential uses and represented "closed
systcms."zﬁ/ To the extent that it could excrcise this type of restriction
of dictribution, thc Monsanto Company again undertook “voluntarily" to

control cnd-use through its control of manufacture and sale of PCB's.
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Objectiven

The Interdepartmerbal Task Force report on PCB's was isiucd pub-
lically in May 1972 and was accowmpanied by a statement of Goverimental
vthinking” and Governmental "action.” Perhaps the major conclusion
reached in the report which became an objective in Government decisions
was that of limited }estriction of PCB's. PCB's were seen as having
certain cssential usces in electrical transformers and capacitors and it
was judged in the country's best interest not to be totally denied of ICY's,
This was a direct reflection of the anulycif performed by the Hational
Burcau of Standards of the utility andi essentiality of FCB's which pointed
to the possibility of an increase in fires and explosions from encascd or
enclosed transformers if ICB's could no longer be uscd--representing the
possibility of irading a hazard for another hazard. In addition, it
derived from the atiempts to map out the patterns of envirommental dis-
persal of 1CB's which had been lost from human use. Fleclrical applica-
tions werc secn as “"closed" applications and were not thought to be
contributory Lo environmental distribution.

Other uses of PCB's were reviewed as cither hot essential, potentially
or actually contribulory to the environmental " load," or were found to have
suitablc substitutes. This, then, pointed to an elimination of essentially
ull other uscs--heat cxchange fluids, hydraulic fluids, and the miscellancousz
category of “"plasticizer' uses. This objective of limited restriction
beca#e the basis for Covernmental persuasion of the Monsanio Compuany to
restrict its distribution and sales of 1CB's--in fact, the principal

Governmcntal action.
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Highliphting of the fact that true¢ regulatery control py™ NG GBS fudeat
was limited became the Lexl for a plea for passage of a then-pending bill ia
Congress to close this gap. A second objective, then, became the enact-
ment of the Toxic Substances Control Act which would permit the Government
to exercise uscful conirol of industrial chemicals at their source.

The regulalory tools which the Covernment did possess in this case
permiticd enforcement action after PCR's were found in foods for human
consumption and in animal feeds. Here, the FDA and the USMM re~stated
their thresholds for action (which had beer.evolving over thc previous
four ycars) and announced the strengthening of their monitoring and
analytic efforts. The other avenue of Governmental control was that over
industrial efflucnis and ambient water quality. llere, the Enviroamental
Protection Apency stepped up its effort to assess the foreign chemical
content of waters downstream from plants manufacturing PCB's and the
Justice Depariment was close behind with enforcement teeth.

Informat.ion

The ICB "dccisions” were perhaps among the best informed of Governmental
actions of this type in recent years, There was, it turned out, a certain
body of scientific and technical knowledge about PCB's and a modest docu-
méntation of past experience. In addition, this information was better
assembled and analyued than was usually the case. Perhaps tine was oo
important factor since time was permitied for deliberate and recuasonably
careful study and reflection before decisions were announced. Thirdly,
there was morce opportunity for public airiryg and scientific interpretation

bvefore decision-making than is usually the case. A Swedish scientific
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meeting on ICB's had been held in 1970.: The Office of Gcience and Tech-
nology had begun its review and analysis of ICB's by December 1970 and

the resulis of ils annlysis were made available as they emerped. The
Government's own scicntials rcvicwed and interpreted the base of technical
knowledge over roughly six months beginning in Seplember 1971. InlDeccmbcr
1971, a third forum of scientists were brought together by MIlI to review
much of the same material. Thus, this process of interpretation and
maturation of data Ly scvientific peers--while characteristic of the tra-
ditional scicentific process but unusual in regulatory decisiovn-making--

was played out in tbis case.

Yhe processes of review in this case explicitly sought information
for a brondly-based decision. Thus, there was a dedicated attempt, for
example, to determine the benefits or utility of PCI's and of the costs
that could be cxpecled if their uscs were restricted or denied. This
information was later found to have been highly influentinl and important
in formulating the Government's position.

One other element of information which proved Lo be important was the
analysis of environmuental distribution and dispersal, This analysis,
itsclf, was something of an experiment., It was reasoned carly on by the
participants in the OUT review that it should be possible, starting with
some elcmentary information on total amounts of PCB's produced and patterns
of distribution in commerce and disposal, and armed wilh certain clementary
undcr;LnndinG of physical and chemical properties, Lo build a modcl
predictive of ICl distribution in the environment.. This, in fuct, wac
done and the coefficicnts used in the model were partially tested or

“validated" against the physical measurements of I'CB's in Lhe enviroument
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which had been reported in the literatuye, Thic exercise and Lhe infor-
mation from it Lecame the basis, for example, 2 the judgment that PCB's
ugsed in clectrical capacitors disposed of in the earth by burying in
landfills would not be expected to migrate very far through the so0il and
would nol represcnt a significant source of environmental pollution.

Implementation

The principal "decisions" deriving from this exercise were to restrict
PCB's to "closed-system' electrical uses. There soon emerged a few addi-
tional issues which reflected either loose £nds or arcas which deserve
some additional study.

The principal reason for denying the use of PCB's as heat-exchange
flulds was to avoid accidental spills and leakapges of PCB's into [ood-
stuffs (where heat was used to “pasteurize" the food material). llowever,
there werc often ICR heat exchanger applications. One of these, for ex-
ample, involved the use of heat on off-shore oil rigs Lo maintain a low
vigcosity of the oil. PCB's had been chosen here because of Lhe characler-
isties of high thermal stability and low probability of fire and explosion
and many of the hcal exchange devices had been designed specifically
around the use of I'CB's. Denial of the use of PCB's in this case raised
the spectrc of an increase in the number of fires in off-shore oil rigs
or the continued uze of PCB's from imported sourccs.

Tgis gencral question of worldwide (as opposed Lo U.&.) production
and use of PCB's became a matter of immediate concern. ‘fhere was an
carly visit of a spokesman from the Swedish Government to lhe Oifice of

Science and Technoiopry. The Tariff Commission and Lhe Cusionmg Burcau werc
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pressed Lo search for signs of imported JMB'S.-_/ Perhaps, most uceful
was the fact tbat the OECD was persuaded to take up the question of indus-
trial production and comnercial use of PCB's in the industrialized parts
of the world. PCI's, in fact, became the major example for intergovern-
mental “consultation” in a mechanism which the OECD had established for
this purpose. The U.5. position and the information behind it became
major elements in the OECD position pnperzg/ and in the deliberations at
the OECD in November 1977,

Trace awounts of CB's in packaging materials became a matter of
particular concern. In part, this was due to uncertainty over their origin.
There was come evidence that trace quantities of PCB's were magnificed in
the process of recycling of paper. To the extent Lhat this was true, the
Government and national policics aimed at recycling were secn Lo be in
possible jeopardy. Onc of the principal motives for exploring this par-
ticular issuc, apart from ihe economics of paper and cardboard production,
was Lhe contamination of food wrapped with PCB-containing paper. ‘There
followed, therefore, o series of investigations by the lFood and Drug
Administration into the process and rate of migration of PCB's from pack-
aging materials inlo foodstuffs which the packages contained. In
December 1972, the FIA provided in the form of an Environmental import
Statement (perhaps the only one of its kind from that wmieney) on its
proposed rule-making lor PCH'S.E/ Among other things, this Jocument
summariced the FDA investigations and positions regarding PCB's and

packaging.
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Conclugions, Obacrvalions, and Recommendat.ions

The Covernment “declsions® on PCB's constltuted an unusual regulatory
exercisc comparcy to much of the experience of the past few years. In
the first place, the Covernment's position vas generally well prepared.
Related to that was the fact that time was taken for deliberate study

and deliberate action, even in the face of public outeries for immediate

gction, Thirdly, Lhe "decitiions® were taken without much tangible legal

authority for Goverumental control. They represented rathier persuasion and
voluntary action. It is worthwhile, pcrhaﬁ%, to cxamine some of the factors
which contributed Lo any successes that can be claimed.

1. The PCB decisions rcpresented, perhaps, a somevhat morc wmanapeuble
challenge than many. Only a single U.S. manufacturer was involved.

Further, the majority of cowmercial and industrial uses and the major uscrs
wvere known.

2. Therc was somc information which proved useful in decision-making.
Quantitative figures showing production were provided--albeit only aftler a
dclni~~which were essential in determining the scale of the problem and
its change with time. UGimilarly, the corresponding {igures for commercial
distribution were essential in ascertaining the patterns of human use and
digpersion. ‘o complement these data, there wvere at least some resuvlis of
physical measurcment and monitoring of PCB's in the cnvironmenl or indices
of dispersal.

In terms of hazards, there was a legucy of at least some documentation
of previous human exposure and some laboratory data. Jiowever, many questions

remained.  Yerhaps, most important, was the luxury of critical review (in
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fact, several critical rcviews) of this information. Further, ihese
reviews éngugcd some very good scientific talent--both inside and out-
side the Government and in a way which permitt~d the decision-makers to
be very wcll informed of their advice.

In terms of benefils, a specific analysis was commissioned of the
utility and vssentialily of PCB's. (1L is interesting Lo note that while
ithis was done well, the National Bureau of Standards cntercd into this
cxercise very reluctantly--gseeing in it the perils of the battery addilive
episode of some ycars bcfore). -

Finally, there vas performed the unusual but highly uscful attempt at
modeling the pautterns of rates and routes of distribution of PCB's in the
environment. This was done for the most part as an experiment--to determine
whether such an excercise could be performed. It did, in fact, providc some
useful and immediate insipght.

3. Therce was o single spokesman for the Government. The agencies in-
volved early determined that the PCB question cutl across several depart-
ments. This, by itself, was probably not persuasive and the joint request
from FDA and the-USDA Lo OST to take on' the PCB question arosc also from
a desire on Lheir part to push on to someone elsc a tough or "hot" decision.
1t should be noted, too, the OST had alrcady begun a review of PCB's.

The facl Lhal there was a single spokesman proved uopertant in
arriving at an orderly decision. The Monsanto Company in:sisted on dealing
only with a single spolicuman after months of unconnected and frustrating
interchanges with a varicty of CGovermment ag2uts. The fact that there
wus 8 single spokesman also undoubtedly made it easier Lo amass and analy:e

in an orderly fashion Lhe variety of information from several sources. The

v

MONS 069384



21
fact that it was un Execcutive Office spoikesman was probably important in
soliciting certain other studies in parallel (such az the Haiional Burcau
of Standards' study of benefits) and the review of Lhe Coverument-wide
legal option for regulatory action.

4. Although alrecady mentioned, the scicentific informalion (especially
that related to biological effects) underwent the benefit of scveral
revicws. This had two salutary effects., It did assure scientific inter-
pretation by peers and it developed a constituency among scicnbists for
the decisions ultimately taken. .

5. The decisions were deliberately broadly-based. While this may
appear elementary, Lhis facet is generally not characteristic of regu-
latory decisions concerned with human health. Both benefils and hazards
were cxplicitly cxplored. Economic consequences were considered, Each
of scverul svemies of pessible action was examined in turb, Again, a
ningle spokesman for the Goverumeny and one placed above the operatling
acencies was probably a necessary feature in this broad examination.

G. The decision process was a relatively open once. The tact that
ihere was an Interdcpartmental Task Force was public knowledyge from the
outscl. The Task FMorce published its full report. Similarly, the reports
of the 05T Pancl on llazardous Trace Substances and the report of the NIH
mecling on PCJ' s were publisned. Purther, scicuce writers aud obher
membgrs of the press were specifically invited to participate in the NINl

meeling.*

*Note that the question of freedom of information was a matter of some
concern during the deliberstious of the Interagency Task Force in ithe Office
of Science and Technolopy .l
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7. Time ‘\-ms permitted for deliberatc decision-making. L onc point,
in fact, ‘the Commissioner of the Food and Drug Administration held a press
conference in which he specifically announced that he would not procced
with an outright ban on PCB's and deferred to the study process that was
then undcervay iL‘/ This, of course, contradicts the classical argument
which insists that Governments must make regulatory decisions immediately

withoul the luxury of time for goed decisions.
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