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ENVIRONMENTAL PROTECTION vsigrascn Former the likelihood of exposure s so low.
AGENCY _ = &= _  Therefors, the joint motion proposed

. . Seem " that EPA would publish an Advance
(40 CFR Part 761) Sacaon 791,108 Sacacn 78148 Notice of Proposed Rulemaking (ANPR})
[OPTS 62017A; TSH FRL 2109-7) Fossnaiidy e Teie.  Pequesting comments on the possible
oPTS -8 7e1.70 Semon 78140 exclusion of the production of PCBs in
Polychlorinated Biphenyls (PCBs) TeLTs, Secton 79141 these processes from the provisions of
Manutacturs, Processing, section 6(e). .
and Use In Closed and Controlled IL Background . EPA '“;mtgﬁ to identify and define

Manuf Processes specificall re there
Waste acturing Section 8{e) of the Toxic Substances are negligible public health and
AGENCY: Environmental Protection Control Act {TSCA) prohibits the environmental benefits to be derived
Agency (EPA). manufacture, processing, distribution in~  from regulation because the processes
Achox: Proposed rule. commerce, and use of polychlorinated present such low risks. Two process
biphenyls (PCBs). However, the statute  categories were identified. These are

SUMMARY: On April 13, 1981, the US. enables EPA to promulgate regulations  “closed manufacturing processes™ and
Court of Appeals for the District of to reduce the impact of the ban. EPA “controlled waste manufacturing
Columbia Circuit issued an order promulgated regulations, published in processes.” .
requiring the Environmental Protection  the Federal Register of May 31, 1679 (44 “Closed manufacturing processes™

Agency (EPA) to undertake a
rulemaking for certain chemical
manufacturing processes that generate
PCBs in low concentrations. In response
to the court’s order, EPA [s proposing to
exclude the production of PCBe in
closed and controlled waste
manufacturing processes from the
provisions of section 6{e) of the Toxic
Substances Control Act (TSCA), 18
US.C. 2605{e). Section 8{e) prohibits the
manufacture, processing distributian in
commerce, and use of polychlorinated
biphenyls (PCBe). .
DATES: An informal bearing, if
requested, eld oo August 6,
hingfor, D'C The exact
fifie and locaton of the hedring will be
available through the Industry .
Assistance Office; which can be reached
by calling toll free 800-424-008S or, in
Washington, D.C,, by calling 554-1404.
Comments on this proposed rule and
requesis to partcpate In the informal
2:291“‘“" be submitted by huly 28,

" ADORESSES: Comments should be

submitted to: Document Control Officer
(TS-793), Office of Pesticides and Toxic
Substances, Environmental Protection
Agency, Rm. E-4089, 401 M St., SW,,
Washington, D.C. 20400,

FOR FURTHER INFORMATION CONTACT:
Douglas G. Bannerman, Acting Director;

rd

. Industry Assistance Office (TS-798),

‘Office of Toxic Substances,.

cmvaceer @ -

. Environmental Protection Agency.Rm' .

E~509, 401 M St., SW., Washington, D.C.
20460; Toll Free: (800-424-0056}; In
Washington, D.C.: (554-1404); Outside
the USA: (Operator 202~-554-1404}.

L Recodificaion of 46 CFR Part 781

Notice of the recodification of 40 CFR
Part 761 appears in the Federal Register
of May 8, 1982 (47 FR 19627). This
proposed rule contains the new

. designationss .

_rulem

FR 31514), to implement section 6{e) of
TSCA. The tions, among other
things, ﬁenemlly excluded from the ban
materials containing PCBs in-
concentrations less than 50 parts per
million. - .

The Environmental Defense Pund
(EDF) obtained judicial review of the .
regulations in the US. Court of Appeals
for the District of Columbia Circuit EDF
challenged the provisions described
above; among others. On October 30,
1880, the court invalidated the

tory exciusion for concentrations
below 50 ppm Environmental Defense
Fund v. EPA, 638 P. 2d 12687, The court
remanded the rule to EPA for further
action consistent with the opinion. The
court’s decision placed industries that
bad relied upon the PCB Ban
Regulations in a difficult position.
Issuance of the court’'s mandate would
bave activated section 6{e)’s broad
prohibitions on the manufacture,
processing, distribution in commerca,
and use of PCBe, The result would be
that many activities in industries
throngbout the United States would be
banned.”

Accordingly, the parties to the lawsuit
filed a joint motion {on Febmary 20,
1981) to seek a stay of the court’s )
mandats. The joint motion pr that
during the period encompes the
stay: (1) EPA would conduct new -
rulemaking with respect to PCHs; and (2).
industry groups would initiate studies to
provide information for the new " -

jons which led up to:
this joint motion, representatives of
some affected industries stated that
some of the processes which prodoce
PCBs are designed and operated so that’
no releases of PCBs oocur or that the
PCBe {ormed in the processes are
disposed of appropriately. - .
Consequently, virtually no risk -

. bumans or the enviroument is

associsted with such processes becmme:-

were defined as those in which PCBs are
generated but from which no PCBs are
%ém,_nm processes generate

within closed reaction equipment
and the chemical reactions within the
processes continuously destroy the
PCBs as they are produced.

“Controlled waste manufacturing
processer™ werg defhredas processes in
which PCBs are generated but from
whi ¢ are released only as

. constituents of wastes that are either

sposed of in sz.la
¥ed landHlls, ot stored for latér

hgmdm or landfilling.

1n addition 1o denling with closed and
controlled waste processes, the
February 20 joint motion also proposed
to publish an ANPR requesting
information on all other manufacture,
procesaing, distribution tn commercs,
and use of PCBs in low concentrations.
PCBs genersted in and released from
other than closed or controlled waste
processes are referred (0 as
“uncontrolled PCBs."

On April 13, 1881, the court entered an
order {n EDF v EPA, in response to the

- Pehruary 20 joint motion. The text of the '

court’s order {s set forth in the Federal
Register of May 20, 1961 (46 FR 27615).
The April 13 order stayed {ssuance of

. the court's mandate with respect to

activities relating to PCBs in
concentrations below 50 ppm. Thus, the
80 ppm regulatory cutoff remains in
effect for the duration of the stay, and
persons who manufacture, process,
distribute in commerce, and use PCBs in
concentrations less than 50 ppmn may
continue these activities during the stay.
The order also adopted a plan for
further actions by EPA and industry
groups leading toward new EPA
ralemaking on the regulation of PCBs in
conoentrations below 50 ppm. The April
13 order required EPA: (1) To publish
two ANPRs cn developing rules to cover
PCBs [n concentrations below 50 ppm:

e e e—— — - - \
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(2) to promulgate a final rule, within
eighteen months from the dats of the
order (i.e October 18, 1982), with
respect to exclusion of the generation of
PCBs in closed and controlled waste
manufacturi ses from the
prohibitions of section 6{e}{3), ar to
explain the reasons for not proceeding
with such a rule; and (3) to advise the
court, within eleven months after the
date of the order (iLe.. March 13, 1882), of
EPA’s plans and schedule for further -

action on PCBs in concentrations below .

50 ppm generated as uncontrolled PCBs.

" On May 20, 1881, EPA published two
ANPRs on the 50 ppm regulatory cutoff
(48 FR 27617 and 48 FR 27619). The
ANPRs established bifurcated -
rulemaking proceedings with respect to
PCBs in concentrations below 50 ppm.
The first ANPR announced activities
that EPA believed may lead to
rulemaking on PCBs generated in closed
and controlled waste manufacturing
processes. The second ANPR announced
the framework for the Agency's
blem

resented by PCBs in concentrations

low 50 ppm in other than closed or
controlled waste processes. In the
ANPRs, EPA stated that it needed to
develop a substantial factual basis to
support rulemaking on these PCBs.
The comment period for both ANPRs

expired on November 16 1961,
Approximately 50 public comments

=~were submitted. The most significant

submission was filed by the Chemical
Manufacturers Association (“CMA"), a
trade association whose membership
includes many of the nation's principal
manufacturers of primary chemicals. As
explained further below, EPA has relied
on CMA's submission to a significant
extent because CMA bas collected the

. most comprehensive set of data on the

generation of PCBs in concentrations
below 50 ppm. °
On March 11, 1882, EPA submitted, in

‘ accordance with the April 13, 1681 court

arder, a report to the court that
contained its plans for further

sction on uncontrolled PCBas. In its
report o the court, EPA stated that it .
could not adequately define its plans for
regulatory action for uncoatrolled PCBe
until it bad e reasonable estimate of the

" sumber of processes that would be

subfect to the rul That number
cannot be determined until EPA has
defined closed and controlled waste
processes and determined the number of
processes excluded from the provisions
of section 8(e) by the closed and
controlled waste process rulemaking.
Therefore, EPA requested that the court
allow EPA to report on its further plans
for regulatory action on uncontrolled

PCBs following the completion of the -
wasts prosessen. EPA. sl roqnertod
waste processes. EPA reque

that the court extend its stay of mandats
until December 1, 1862, to allow EPA -
time to develop sufficiently detailed
plans for atory action on
uncontrolled PCBs afier {ssues in this
rulemaking on closed systems and
controlled waste processes are resolved.
On April 6, 1982, the court granted EPA's
request.

oLs of ths Available Data an
Maoufactare of PCBs in Low
Concentrations

A Information Provided by CMA
EPA received about 50 submissions

 and comments in response to the ANPR.

The Chemical Manufacturers
Association (CMA) submitted the most
comprebensive information to EPA.
regarding closed and controlled waste
manufacturing processes. CMA is &
trade association whose membership
consists of nearly 200 companies,
including some of the nation's largest
chemical manufacturers. CMA
distributed detailed questionnaires to its
membership which were designed to
elicit information on the nature and
extent of PCBs produced {n chemical
manufacturing processes {n
concentrations under 50 ppm. After
analyzing the data supplied by its
members, CMA submitied its final
repart, “A Report of a Survey on the
Incidental Manufacturing, Processing,
Distribution, and Use of Polychlorinated
Biphenyls at Concentrations Below 50
PPM™ to EPA. This survey represents a
major portion of the data base for this

‘rulemaldng; therefare, EPA requests

comments concerning the data
contained in the swrvey.

Copies of the CMA survey are
available for review in the public
rulemaking record from 8:00 am. to 4:00

.m., Monday through Friday, excluding
lidays, in Room B~108, EPA, 401 M St.
8.W., Washington, D.C. Capies of the
CMA survey, are also available fora -
fee. by contacting the Industry
Assistance Office at (800-424-008S), in
Washington, D.C. {544-140¢).

CMA found that PCBs are formed in a
wide vaﬂet_ly'h a{mindulu'hl chemical
processes. The survey suggests
that PCBs can be gcnentg from
virtually any starting hydrocarban

-structure. Indeed, PCB formation

:ﬂnm to be possible whenever :
orine and carbon are presentina
reaction vessel st alevated ~
temperatures. Thesé PCBs are formed as
tmpurities and byproducts tn

- manufacturing processes and constitute

. manufa
. United States have been accounted for
-by respondents to the CMA survey. This
- 19 because CMA believes that

only a very small percentage of process
Of 85 respondents to the OM4A survey,
28 chemical firms believe that they
produce 13,768 pounds of PCBs per year.
These PCBs appear as impurities or
byproducts in 135 chemical
manufacturing processes at
concentrations under 50 ppm. The
respondents to the CMA survey reported
that 9,088 pounds of these PCBs are :
incinerated, 1,789 pounds are disposed
of in surface waters. 1,378 pounds are
disposed of in landfills, 550 pounds are
disposed of by ground injection and 278
m‘d‘ are disposed of in EPA-approved
dfills. The respondents also reported

that spproximately 700 pounds of PCBs

are contained in the products of the
manufacturing processes. .
CMA believes that in this country &

‘h.rge oumber of processes, perbhaps as

many as severul thousand, may generate
PCBs fn concentrations under 50 ppm as
impurities and byproducts in industrial
chemical manufactaring processes®
However, they believe that most of the
pounds of PCBs produced in these low
concentrations in all chemical

processes throoghout the

relpohx;g;nu to the nn;ey rcpmhents s
very percentage of princip
chemical producers. :
The respondents identified four
processes in which they believe PCBs
are generated and continuously
destroyed in closed reaction equipment.
They indicated that sbout 0.7 pound of
PCBs are found at any one time in these
four processes. The respondents also
identified forty processes in which PCBs
are produced and are released only as

. constituents of wastes which are

focinerated or disposed of in an EPA-
approved landfill Approximately 6,900
pounds of PBCs are reportedly ’
generated in these forty processes.
Incineration was defined in the survey
questionnaires as incineration in
compliance with “spplicable” )
leguraﬂom. This definition includes
municipal incineration in compliance
with local and regional regulations but
not necessarily incineration in
accordance with EPA’s rules for
disposal of materials containing PCBs st
concentrations greater than 50 ppm (43

- FR 7150)

B. EPA Estimates of PCB Generotion in
Low Concentrations

Since the 85 chemical firms who
responded to the survey represents 37.8
percent of industrial chemical sales,
EPA bas multiplied the amount of PCBs
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reported in the CMA survey (13,788
pounds) by 2.8 to obtain an estimats of
the total amount of PCBs produced in
concentrations under 50 ppm in all
processes in the United States (i.e.
35,800 pounds). This Sgure {s considered
an upper limit because, as CMA
commented, not all chemical firms
manufacture chemicals from reactions;
many firms conduct formulation only.

Assuming the CMA data are accurate
and. as reported by CMA, 50 percent of
PCBs produced in concentrations undes
50 ppm are produced in processes which
meet EPA's initial definitions of closed
and controlled waste processes (as they
appeared in the May 20, 1861 ANFR),
then up to 18,000 pounds of PCBa per
year could be produced in the United
States in these processes.
C. Additional Data

While section 6{e) of TSCA generally
bans the manufacture of PCBs, it also
establishes a mechanism for permitting
continued manufacture of PCBs in
certain situations. This mechanism {s the
exemption process, whereby persons
may petition the Agency for relief from
the PCB ban, Approximately forty
petitions for exemption from the section
6{e) ban on the manufacture of PCBs
were received by EPA following the
publication of the May 31, 1878 rule.
Data provided in these petitions indicate
that about 75,000 pounds of PCBs per
year currently are generated in
processes in which PCB concentrations
at the point of manufacture exceed 50
ppm. In the same way that CMA
classified the processes from
respondents to its survey, some of these
processes can be classiSed as processes
which do not release PCBs or as
processes which release PCBs only as
constituents of wastes which are either
incinerated or disposed of in EPA-
approved landfills. By extrapolating
from the CMA data covering processes
with PCBs below 50 ppm to these cases
(i.e. above 50 ppm), EPA estimates that
as much as an additionhal 38,000 pounds
of PCBs per year could be generated {n
processes where the process in
considered a closed process or &
controlled waste process. EPA does not

- believe that the percentage of closed

and controlled waste processes
producing over 50 ppm PCBs will be
significantly different from the
percentage producing below 50 ppm.

IV. Discussion of the Proposed Rule
A. Overview of the Rule

Federal courts have recognized the
*“de minimis" exception to legislative
mandates. Although the court in EDF v
EPA overturned portions of the -

Agency’s PCB regulations, it .
nevertheless noted that administrative
agencies have the power “inherent in
most statutory schemes, to overiook
circumstances that incontext-may fairly
be considered de minimis.” 8636 F2d - -
1283, Cotrts and agendles should be
reluctant to apply a statute literally in
pointless expenditure of effort, where
regulation would yield a gain of trivial
or no value.

In this rule, EPA s proposing to -
exclude from the requirements of section
6(e) the manufacture, processing,
distribution in commerce, and use of
PCBs created in closed manufacturing
processes and controlled waste

. manufacturing processes, as they are

defined by EPA in this proposed rule.
The basis of this proposed action s that
EPA has determined that these

" processes present de minimis risk to

bhumans and the environment. The
proposed rule also requires that the
persons who qualify for this exclusion
and wish to take advantage of it certify
that they qualify and maintain records
of the basis for their determination.
This proposal does not mean that the
Agency believes that closed and
cootrolled waste processes are
necessarily the only situations which
present de minimis risks. In future:
rulemakings, EPA will consider other
types of processes which may also
present de minimis risks. As discussed
in “Background”, EPA is developing a
plan for rulemaking activities on other
tban closed and controlled waste
processes. EPA intends to consider
these other process situations and make
a determination on the most appropriate
regulatory approach. Regulatory options
for other than closed or controlled waste
processes will include excluding other
de minimis risk situations identified at

- that time. EPA intends to submit the

plan for dealing with other than closed
and controlled waste processes to the
court on November 1, 1882

During the course of discussions
among EPA, EDF, and industry

" immediately afier the court’s decision,

closed manufacturing processes and
controlled waste manufacturing
processes were identified as probably
presenting negligible risks. From the
definitions of these process types, it
lo?ically follows that if no PCBs are
released from a procZes or if PCBs are
released only to wastes that are
destroyed or otherwise properly .
disposed of, then the exposure and risk
to humans and the environment from
these processes must be extremely small
and easurable. There would be no
benéhiT From regulating the processes
under section 6{e) since there could be

no means of determining whether any
regulatory actions could actually reduce
human or environmental exposure. .

The practical application of this
concept requires an understanding of
the way chemical processes work.
Chemical manufacturing processes are:
generally made up of a series of unit
operations. Each unit operation causes
chemical and/or physical changes in the
material passing through the process.
These changes are brought about by the
chemical reactions or various types of
physical manipulations that are never
one bhundred percent efective or
complets.

In some processes which manufacture
PCBs in low concentrations, virtually all
the PCBs are destroyed in the process or
are drawn off in a waste stream.
However, there inevitably will be at
least a few molecules of PCBs in every
product or effluent that exits the
process. Therefore, PCBs will be present
in very low concentrations in products
of these manufacturing processes. Since

. PCBs will be present in products (at

very low concentrations), EPA iust also
address the processing, distribution in
commercs, and use of these PCBs in this
rulem

To establish a workable definition of
processes subject to this exclusion, it is
necessary for EPA to define, in a
practical sense, the absence of PCBs in
wﬂu Trom these
processes. Specifically, EPA bas to
establish how the absence of PCBs will
be defined in air emissions, water
effluents, products, and wastes from
closed processes; and how the absence
of PCBs will be defined in air emissions,
water effluents, and products from
controlled waste processes. Further, it is
necessary for EPA to determine
appropriate methods for disposal of
process wastes from controlled waste
processes to insure that PCBs will not be
released to the environment from
disposal operations. .

Thersfore, after evaluating ways for
determining the absence of PCBs in .
various releases, EPA proposes to apply
this exclusion to: (1) PCBs generated in
processes which have no
releases of PCBe A's specified
analytical technique were used) to
products, air emissions, water effluents,
or process wastes (closed processes)
and, (2) PCBs generated in processes
which have no quantifi of
PCBs (if EPK's s ed analytical
technique were used) to products, air
emissions, or water effluents, and all
other PCBs are disposed of in an EPA-(.
approved incinerator, or in an EPA-
approved landfill or stored for such
disposal in accordance with certain

TOWOLDMONO0060207
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speciSed criteria (contrelled waste - for the determinetion, and make recards  risks to public bealth and the -
: Mﬁa dat . and deta svaileble for review by EPA environment follow.
Based an the OMA data, EPA *  upon request. EPA is aot proposing in
gtimatestheiwpte A0 pcandaal  thisruie b weckaly mpure - 2 TR0 RO R
' Per yeas could be exacapted from  monitoring of PCB levels in releases 4 es
the provisicns and prohibitions of from these precesses or the sabmittel 10 L Defining the abseace of PCBs in
section 8{e] by this exclusicn, and that EPA of data en PCB levels in reloases as  preducis, wasies, emisaions and
on the arder of several thousand conditions for for the There are two general .
individeal could be exclusicn (see discnseion -@Wﬁ.d’ approaches the Ageacy could take to
toopeuteunrqdnlodbynecﬁon&(e]. this preamble). Manufachrrers the  specify bow the abeence of PCBs is to be
These estimates are derived from the optionof er.nhcﬂn; determined in air emissions, water

available data on proceses which meet
the definitions of closed and cantrolled

waste processes as they appeared in the
© May 20, 1681 ANPR. The estimates are

expected to be upper limita, becauss this

proposed rule defines closed

manufacturing processes and cantrolled -

waste manufacturing processes in a

more precise manner than they were
“defined in the May 20, 1681 ANPR (these

definitions are discussed under IV.B, of
- this preamble). EPA is proposing to
revise its definitions from those used in
the ANFR because comments indicate
that the previous definitions of closed
and controlled waste processes were too
vague and open to differing. :
interpretations. Thus, some processes
categorized by CMA as dosed and
controlled wasie processes may not
meet the definition of a closed or
controlled waste process as proposed in
this rule.

This exclusion would permit the
future generation of larger quantities of
PCBs as impurities and byproducts in
closed and controlled waste
than are currently produced. However,
EPA does not believe that the
promulgation of this rule will resaltina
dramatic increase in the production of-
PCBs in closed and controlted waste
processes becsuse there is po known
incentive for such an increase, as PCBs

are formed as impurities and byproducts '

in very low concentrations and are not
produced as commerdial products.

EPA is developing an enforcement
strategy and compliance monitoring
program to belp to inmve that only
processes which qualify fer this
exclusion actually aperate maregulatad
under section &e). In addition, EPA
intends to conduct sedits to -
monitor the effectiveness of this rule.
The purpose of conducting a regulatory
evaluation (or andif} is 10 determine if
- - the rule s accompbahing its objectives.
EP& invites comments oa the need for
such a program.

Operators of PCB-generating -
processes who have determined tlmt
their processes are closed or controlled.
waste processes, as defined by EPA in
this proposed rule, and who want to
take advantage of this exchusion are

GIW y meet
thie exclusion, keep a record of the basis

demonstrate that PCBs weuld ot be
quantifiable i relesses to other than
eontnuedml&;ndy&d
technique specified in § 76152 were
used. This technique is capillary ges
chromatograpby coupled to an electron.
impact mass (CGC/EDMS).
EPA{s ing gasidelines to assist
manafacturers in maldng their -
determinations of whether processes are
closed or eontrollad wasie processes.
’I‘hegmdelinesdenhpedby!?i\ﬂn
address bow to conduct a theoretical
analysis and the needed sampling -
fnquenqudtknudhr

" representative sampling of process

streams if actual monitoriag of PCB
levels is undertaken In addition, these
guidelines will identify the type of
quality assurance and unbol
procedures which be

as an integral part of any program which
involves actual nonihnngdPCB
levels. EPA will follow the

when enforcing this rile. EPA expects
tbattheugmdelnn will be evailahle
during the public comment peried far
this rule, and their availability will be
announced in a separate Fedaral

‘Register n

otice. . :
In whether the propossd -
L : :

! 3 - .

ugnonabh ;ﬂ, ' o
ion of the issues and.

factors described above, the basis for

EPA’s findings, discussions of other
options considered by EPA, and EPA’s

formal conclusion that these processes,
as defined by EPA, pose de minimis

KIBlzvehlnreleuab by .
processes ex:ha'm.h-deA

" to qualify, manufactorers must

effluents, products, and wastes.
First, EPA could select a regulatory
cutoff for air emissions, water efflluents,
ndnch.udwaﬂadakvdwhmit
lieves PCBs cammot be practically
detected at any lower concentratians.
Under this approach, inchesiry wonid be
responsible far selecting anatytical
methods capable of detecting PCBs at
the Agency’s selected cutoffs. EPA might
give some guidance to industry
regarding procedues.

analytical

Second, EPA could specify th
analytical methods and procedues te be
used to determine the absence of PCBs.
If PCBe were absent from «ll releases to °
air, water, and prodects (and wastes for
closed processes), neing EPA's methods
and procedures, the process would be
eligible for exclusion. Under this
approach, EPA conld give some general
guidance concerning the PCB
concentrations it expects its procedures
to be capable of detecting.

EPA (s proposing the second
approach, that of establishing an
analytical technique. EPA chose this
approach for several reasons. The -
Agency believes that the choice of
analytical methods is one of the major
sources of variability when attempting
to detect PCBs. During the fall of 1881,
CMA conducted a round robin
experiment in which fve different
samples of material from processes .
which manufacture PCBs as a byproduct
were apalyzed by eight different
laboratories using a total of ten different
analytical methods. The round robin
experiment shows considerable
variability in the results obtained by the
ten different methods. EPA believes that
specifying the analytical technique will
eliminate ane of the sources of this
variability.

EPA also believes that specifying a

" method is preferable o specifying a

cutoff because the difficnity of analyzing
products and wastes will vary
considerably among processes. If EPA.
specified a numerical cutoff, some
companies would be able to easily
detect PCBs ia their process streams
below the culpff, and other companies
might bave extreme difficulty detecting’
PCBs at the cutoff. In this regard. a
numerical gutoff could be conudered
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arbitrary. Specifying an analytical
procedure mitigates this problem.

The analytical system most often used
to monitor PCBs includes a gas
chromatograph with a suitable detector.
The detector responsa is converted to an
electrical signal which is recorded on a
strip chart, and the quantity of material
present can be determined by measuring
the area under the curve on the strip
chart. When only the carrier gas is
passing the detector, the detector
. generates a.small, slightly variable, .

electrical signal, referred to as
“background” or “noise.” Detecting and
confirming ths presence of PCBs
depends on the analyst’s ability to
measure an increase in the recorded
electrical signal above this noise.

The Jowest concentration of a
‘substance that an analytical process can

detect is referred to as the limit of
detection (LOD). A commoaly used

- standard is that an LOD should be
based on a ratio of at least thres
between the average magnitude of the .
electrical signal from the sample and the
standard deviation of the electrical
signal from the background. This is
called the signal-to-noise ratio.

The lowest concentration of a
substance that an analytical process can
reproducibly quantify with a calculated
level of precision is referred to as the
limit of quantification (LOQ). A
commonly used standard i3 that an LOQ
should be based on a signal-to-noise
ratio of at least ten.

At concentrations near the LOD, it {s
poasible to detect that some chemical
compound that might be a PCB is
present, but it may be impossible to
confirm its identity. Palse negatives and
false posftives are common. A PCB
concentration at or near the LOQ ma
be needed to confirm the identity of the
chlorinated biphenyl. For this reason,
EPA proposes that the absence of PCBe
be defined as a concentration of PCBs
less than the LOQ for the proposed
analytical methods. This establishes an
easily enforceable condition for judging
eligibility as a closed or controlled -
waste process. ° -

EPA is faced with the problem of
deciding the level of sophistication that
should be used an analytical techniques:

" As more sophistication is required for .
measuring PCBs in very low
concentrations, the cost of analysis
increases and the availability of
facilities and equipment to conduct
analyses decreases. Because
determining the absence of PCBe in’
products, air releases, and water
releases is critical under this exclusion,
the analytical methods selected and
referenced by EPA for quantifying PCBs
in these media need to be readily

available, have a cost that is reasonable
relative to the environmental risks of
PCB exposures, result in sufficiently

" reproducible data, and have adequate

sensitvity. R

EPA considered a number of :
techniques for extractiona, cleanup, and
determination of PCBs in samples. The
analysis is extensive and is therefore
not reproduced here. It is contained in
the support document, “Methods of
Analysis for Incidentally Generated
PCBs-Literature Review and Pre

Recommendations,” which is available -

for review and comment. -

The proposed method, outlined in
§ 761.82 and described in “Methods of
Analysis for Incidentally Generated
PCBs-Literature Review and Preliminary
Recommendations,” does not use
specific extraction protocols or cleanup
techniques, but rather, allows the
{ndividual laboratory to develop the *
necessary pro s. This is because
these procedured are media dependent.
EPA is, however, specifying the method
of analysts it will use'in enfo this
exclusion. The method specified by EPA
{s capillary gas chromatography coupled
to an electron impact mass spectrometer
(CGC/EIMS). CGC/EIMS systems are
readily available. CGC/EIMS is cost-
effective for multimedia analysis since:
separation and cleanup procedures for -
each media will ultimately provide an
extract compatible with CGC/EIMS
systems. While the reproducibility of the
specified method remains to be
documeanted for PCBs, available data

. from the analysis of other compounds

suggests that this method does provide
reproducible data. Purther, CGC/EIMS
does provide confirmatory evidence for
PCBs, if present, at a moderate cost, and
at an dcceptable level of sensitivity (see
below). EPA expects the metkiod to
supply reliable data of known quality if
users implement an appropriate and
documented quality assurance p

The sensitivity of the EPA specified
method bas been estimated by EPA and
is discussed below. The class of PCBs is
made up of 209 individual chemical
compounds, individually referred to as
chlorinated biphenyls. Using EPA's
referenced method, each separate
resolvable peak or a gas chromatograph
ma{ represent a single chlorinated
biphenyl, or it may represent all of a
group of chlorinated biphenyle.

CGC/EDMS is capable of quantifying
PCBs at the level of ten hanograms per
resolvable gas chromatographic peak
(see support document, “Rationale for
Estimate of Level of Quantitation for
GC/MS" for discussion). Per peak. this

" level roughly corresponds to an average

of 1-10 micrograms per cubic meter for
ten cubic meters of stack gas, 10-100

micrograms per liter for one liter of
waste water, and 10-100 micrograms per
100 grams (0.1-1 ppm) in a 100 gram
organic process or product stream.

The total amount of unquantified
PCBs which could be released from a

* process will vary, depending on the

number of specific isomers present in a
particular sample. For example, if &
product contains ten different isomers,
present at concentrations slightly below
1 ppm, up to 10 ppm PCBs could be
released in this product, and yet be
unquantifiable by EPA's specified
method. Similarly, if a product coatains
70 {somers at concentrations slightly
below 1 ppm, up to 70 ppm PCBs could

" be released in this product. EPA does

not anticipate that samples will
frequently contain greater than 70
i{somers. Rather, EPA expects that in
most cases samples will contain
considerably less than 70 {somers.
EPA bas considered other detection
systems such as electron capture
detectors (ECD) and negative ion
chemical fohization mass spectrometry
(NICIMS). ECD was found to be very
sensitive, readily available and of

‘moderate cost It is, however;

inappropriate because it does not .
provide confirmatory evidence that the
residues detected are PCBs, and not -
other halogenated organics that are
likely to be present in many samples.
NICIMS was found to provide
confirmatory evidence, but it is
inappropriate due to high cost and
limited availability. .

EPA believes that its approach to
analyzing for PCBs satisfies all the.
requirements of an acceptable method.
EPA requefls comments on this ’
proposed approach, especially in the
areas of confirmability, sensitivity, cost,
and availability.

2. Other options considered by EPA
for defining the absence of PCBs in
emissions, effluents, products and °
wastes. (i) “No quantifiable” PCBs. EPA
also considered defining the absence of
PCBs as no quantifiable PCBs in air
releases, water releases, products, or
wastes using any available analytical
technique. This option was not selected
prncipally because of the uncertainty it
would cause in the regulated community

- and problems in assuring compliance. In

the absence of specified analytical
procedures or specific numerical limits,
a requirement for “no quantifiable
PCBs" in afr releases, water releases,
products, and wastes would result in the

" use of many different procedures with

vastly different quantification limits,
This is particularly true for products and
waste streams where the difficulty of
analysis varies more than in the case for
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«ir or water. In nddidon. mm-oi-thun environment Since EPA {s proposing to
limits of quantification for PCBs will .  exclude controlied waste manufacturing
change over time with technological = processes from the provisions of section

occur. All of these factors would hinder  principle, EPA must be reamably

uniform implementation and confident that the wastes from
enforcement of the rule. controlled waste processes are disposed
(ii) Not spedifically excluding closed = .of in a manner which will result in
manufacturing Jroaeues. EPA negligible environmental contamination.
canasidered excluding closed processes Therefore, EPA {is proposing to
only if all process wastes were acceptable metbods of disposal for
incinerated, disposed of in an EPA- wastes from controlled waste processes.
approved landfill, or stored for later EPA is proposing that eligibility for
incineration or landfilling. The reason exclusion as a controlled waste process
EPA considered this alternative is that it  requires incineration by a fadility
has been suggested that it may be *  approv er § 761.70, landfilling in a-
particularly difficult to identify ) landfill approved under § 761.75, or
universally applicable analytical =~ storagef: eration of in
methods for waste streams. mphiamce er{a specified in

co!

The CMA survey indicates that only § 761.65(b)(1).
about 3 percent of the processes . ] in § 761.70
{dentified by Its members were closed require that the incinerator used for
processes. Consequently, EPA believes  destruction of PCBe be approved by the
that if this approsch were taken, no EPA Regional Administrator and that it
more thap & few bundred individual meet certain standards related to
processes would be affected nationwide. efficient combustion. Incineration in

This option was not selected because  compliance with these standards bas
EPA concluded that reasonable been shown by extremely sensitive tests
analytical procedures for detecting PCBs  to result in essentially no release of
in waste streams could be established PCBs to the atmosphere. .
and that manufacturers utilizing closed .  The criteria specified in § 781.85(b)(1)
processes should be able to benefit from  for the storage of PCBs require that -

the exclusion without baving to storage facilities meet standards
incinerate or landfill wastes possibly including adequate flooring with
containing no PCBe. X - continuous curbing, no drain valves or
. EPA requests comments on the _Boor openings, and construction of

alternatives presented In this section floors and curbing with impervious

and any other alternatives that may be materials. :

appropriate. EPA ‘specifically invites EPA already has in effect & Disposal
commentis and data on the extent to and Marking Rule (43 FR 7150}, which
which this proposal will affect persons requires PCBs in concentrations over 50
{nveolved in the manufacture, J)roceuing. Ppm to be disposed of in accordance
distribution in commerce, and use of with the criteria prescribed under
PCBs. EPA is particularly interested in §§ 781.70, 761.75, and 761.88. These are
receiving comments on lie approach the same disposal criteria being

selected. i.e., to specify analytical proposed for controlled waste
techniques for quantifying PCBs in " processes. Consequently, this proposal
process streams. : of requiring stricter criteria for disposal

3. Determining appropriate methods  * of wastes than was implied in the .
for disposal. The May 20, 1881 ANPR definition of controlled waste process in
defines acceptable methods of bandling  the ANPR will effect only persons using

wastes from controlled waste processes  processes which release PCBs to waste

as incineration. disposal in EPA- streams at concentrations between the
approved chemical waste landfills, and  limit of quantification and 50 ppm.
storage for such incineration or EPA invites comments and data on.
landfilling. An EPA-approved chemical | the extent to which this proposal or
waste landfill is a facility approved alternate requirements for incineration,

-under § 76175. However, EPA did not.  landfilling, and storage will affect
specifically define “incineration” or persons involved in the manufacture,
“storage for incineration or landfilling.”  processing, distribution in commerce -
After further consideration, EPA . and use of PCBe. : .

believes that additional clarification of

. the scceptable methods of dis is - G The Likely Magnitude of Releases of

needed under the definition of & . PCBS and Exposure To PCBs From
controlled waste manufacturing process. Closed ond Controlled Waste Processes
Certain methods that may meet the 1. Routine operations. As discussed.
general definitions of "incinerstion” and  earlier, CMA speculates that many
“storage for incineration or landfilling”  processes may meet the definitions of
could result in releases of PCBs to the closed and controlled waste processes

as they appeared in the May 20, 1881
ANPR. An apper estimate from CMA
.data and CMA and EPA assumptions

_ — about the data (see unit [I) suggests that

up to 56,000 pounds of PCBs per year
could be generated in these processes.

In this rule, EPA is proposing to define

‘closed and controlled waste processes
by specifying the absence of PCBs in
releases and specifying appropriate
methods of disposal. Therefore, EPA
anticipates that fewer processes may
actually qualify for exclusion than was
suggested by EPA calculations based on
the CMA data and extrapolations from
those data to the entire chemical
industry. EPA anticipates that, based on
current production, less than 56,000

ds of PCBs per year would actually
excluded from the provisions of
section 6(e) under this proposed .
exclusion.

It is theoretically impossible to
preclude the release of some PCBs from °
manufacturing processes in which PCBs’
are generated. Therefore, extremely
small quanitites of PCBs will be released *
from closed and controlled waste
processes to the environment, as free
PCBs, contained in air emissions, water
effluents, wastes, and products. Actual
environmental releases from products
are expected to be even less, since the
PCBs in many products are bound in
solid matrices (i.e., paints and
polymers). Although wastes from
controlled waste processes will contain
higher levels of PCBs. the proposed
requirements for handlirig these wastes
will prevent significant releases to the
environment. '

Workers may be exposed to PCBs that
are produced in closed and controlled
waste manufacturing processes through
a variety of activities involving
manufacture, processing, distribution in
commerce, and use. Exposures may
occur through: (1) Direct bandling of
products, wastes, or other materials
containing low level PCBs, (2) handling
of containers for these materials: (3)
maintenance of equipment, and (4)
handling of laboratory samples
containing PCBs.

EPA evaluated occupational exposure
to PCBs by first identifying six generic
activities which are likely to occur
during routine operations in chemical
maoufacturing plants, and then
calculating the anticipated exposure to
PCBs from these activities. These
activities are: (1) The sampling of
process streams, (2) the cleaning of
reactors, (3) removing spent filters, (4)
repairing equipment, (5) removing still
bottoms, and (8} bandling, storage and
loading of products. EPA anticipates
that the handling, storage and Joading of
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products in a continuous operation will
result in the lowest levels of exposure,
while cleaning reactors in & batch
operation will result in the highest levels
of exposure (see support document
entitled “Occupational Exposure to
Inadvertently Produced PCBe" for more
details)

Industry representatives have
commented that the chemical industry
employs proper protective clothing and
good management practices to protect
workers from exposare to process'
components. Safety glasses, gloves, and
long-sleeved shirts were as
being generally used when contact with
a toxic af corrosive chemical may occue.
In additton, comments were received
that indicated that additional protection,
including splash goggles, shields, gloves,
and protective outer clothing s usually
* required during waste handli
operations. EPA bas coacl that
exposure levels during routine
operations are not expected to resalt ia
significant exposure because of
measures already instituted in the
industry to reduce exposures.

EPA specifically requests additional
comments on exposure to PCBas,
particularly the degree of absorption of
PCBe that might occur during routine
rentiom in chemical manufacturing

an!

o
ts.

P 2 Accidental and unplanned releases.
Accidental releases may occur when

*pipes, lines, or hoses rupture.
Unintentional spills can occur during the
transfer and transpart of products and
wastes. These anplanned events may
expose unprotected workers, the gensral
public, and fish and wildlife to highar

.PCB levels than routinely occur during
normal plant operations. EPA has little
information from industry indicating the
frequency of unplanned events, and ths
likely releases during these events.
However, industry representatives have
contended that sckeduled maintenance .
activities and process engin and
design considerations min{mize ‘
potential for accidental releases.
Comments indicated that it is in the best:

. interest of companies to work to .
minimize the loss of process components
from accidental releases, beciu:ul:!r

. or frequent accidental releases ‘
seriously harm production and .
profitability. EPA’s independent
exposure assessment confirms this, as
mafor accidents (resulting in large:
releases or process componets) are -
expected to be rare (on the order of once
every sixty years per facility).

EPA requests comments and dats o

(1) The types of accidental releases thet
might occur and their freqoency, (2) the
likelibood of releases of PCBe to the
eaviroament from soch accidents, and

(3) measures being taken by industry to
prevent accdents or to control releases
and exposures when accidents do occur.

D. Conclusion: Processes Covered by -
This Rule Present de Minimis Risks .

TSCA section 8{e) specifically bans
the manufacture, processing, .
distribution in commerce, and use of
PCBSs in other than & totally enclosed
manner. The adverse effects of PCBs
were described in considerable detail in
various documents which were part of
the rulemaking record for the May 31,
1679 rule. While substantial comments
have beeq submitted to EPA rebutting
the conclusions mads with respect to the
toxicity of PCBs, the Agency does not
agree that this information proves that
PCBs do not pose any serious risks to
human health or the enviroament. EPA
believes however, that the risks posed
from exposure to PCBs are reduced as
exposure to PCBs is reduced: and, that
an unmeasurable level of expooure to
PCBs can be considered to pose de
minirrs risks to public beeith and the
environment

To be eligible for exclastoa from the .
provisions of section 6{e), processes _
must meet EPA’s definitions of closed or
controlled waste menufacturing
processes. This means that releases of
PCBs in products, air emissions, and
water eminsions are not quantifiable if
EPA's specified analytical technique
were nsed. For closed manufactaring
processes, releases of PCBs {n wastes
also must not de quantifiable by EPA’s
s analytical technique. EPA also
{s proposing to require wastes from
controlled waste processes to be
disposed of by incineration in a facility
approved under § 761.7 landfillingin @
landfill approved under § 761.75; or
stored for incineration or landfilling fa
compHance with the standards and
requirements prescribed In'

§ 761.85(b)(1) .

Precluding releases of PCBs above the
limits of quantificaticn will insure that
only pegligible releases of PCBe occar,
Further, disposal of wastes i -
compliance with the above standards
will prevent the release of PCBe in
nnytﬁlng but negligible quantities. EPA
does not believe that any significant
bharm will result from releases of PCBa to
the environment or exposure o humans
at unmeasurable levels. Since the
releases are not measurable by .
reasonably available methods, it would
be imposaible to determine whether
regulation had any effect oa reducing
the releases. Also, EPA does not know
of any reasonable way to regulate
releases of PCBs below meammable
levels in order to reduce the releases

no gain In protecting the environment or
public bealth by attempting to regulate
unmeasurable levels. Finally, EPA's
upper estimate of the amount of PCBs
which currently would be excluded from

‘the prohibitions and requirements of

section 8(e) by this exclusion is 56.000
pounds of PCBs per year. Of the tiny
fraction of these PCBs that are not
destroyed in the process or bandled as a
controlled waste, some will be bound in
products, further limiting the actual :
quantity of free PCBS that are likely to
enter the environment. Although this
proposed rule would not prevent these
amounts from {ncreasing EPA is not
aware of any reason why these
quantities shounld increase significantly.
It is possible that some companies may
institute engineering modifications to
their processes to qualify for the
exclusion. This would, however, benefit
public health by reducing overall
releases of PCBs (o the environment.
The amount of PCBs expected to be
released annually from these excluded
processes is only a tiny fraction of the
extimated 150,000,000 pounds of PCBs
that currently exist in the environment
as fres PCBa.

Therefore, EPA finds that if releases
of PCBs from closed and coatralled
wastes processes (excluding controlled
wastes) are unquantifishle by EPA’s
specifiad analytical techniques, and
controlled wastes ars di of as
specified by EPA, then these processes
represent de minimis risk situations and
should not be subject to the prohibitions
and other provisians of section 6{e).

B Determinotion of No Unreasonable
Risk

EPA has concluded that there would
be no meagurable benefits to public
health or the environment by regulating
closed and controlled waste processes
(as defined in this rule) under section
6{e) of TSCA. Therefore, as previously
noted, these processes are eligible for
principle. Nonetheless, the Agency bas
also considered whether closed and
controlled waste processes presdent an
unreasonable risk to human healthor .
the environment. To determine whether
a risk {s unreasonable, EPA balances the
probability that harm will occur from
the activity aguinst the adverse effect on
society from regulation. In making &
determination of whether an
unreasonable risk is present from these

tocesses, EPA considered the following
actore

1. The effects of PCBs on human
health and the environment.

2. The magnitade of PCB exposure to
bumans snd the environment
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8. The benefits from products eoq:;neMed that research prognnu to actual tonitoring of PCB levels is
containing PCBs, the availability of study ways to reduce incidental PCB ‘undertaken, using the EPA-specified
substitutes, and the ability to prevent formation are very costly and have met  method, EPA estimates the costs of

the formation of PCBs.

4. The edSvomic impact resulting from
the rule upon the national economy,
small business, technological
innovation, the environment, and public
health. .

After considering all available
information, within the context of the
factors listed above, EPA finds that
excluding closed and controlled waste
processes presents no unreasonable risk
to buman health or the environment.
This finding is based on the reaso;
discussed below. :

1. Health and environmental effects
and exposure to PCBs. EPA bas
determined that exposure to PCBs from.
closed and controlled waste processes is
s0 low as to be reaoon!;bly od
unguanEﬁ' able. Since the risks pos

‘from exposure to PCBs decrease as
levels of exposure decrease, EPA
believes that exposure to PCBs at
nonquantifiable levels from closed and
‘Controlled waste processes pases de
minimis risks to public health and the
environment

2 Benefits of products generoted in

closed and controlled waste processes,

the availability of substitutes, and
economic impacts. If the ban on all
manufacturing, processing. distribution
in commerce, and use of PCBs was made
effective for all closed and controlled
waste processes, there could be a major
disruption of the chemical industry and
several other industries in the United
States. Since there could be u large
sumber of controlled waste processes,
an immediate ban could cost billions of
dollars. An immediate ban could disrupt

‘4he manufacture of a wide variety of

products including paints, varnishes,
enamels, agricultural chemicals,
adhesives and sealants, printing ink,
plastic materials, drugs, and soaps and
cosmetics. Such products have great
societal value, and a ban of this nature
would create great hardship for the
public and industry due to the
unavailability of these products and
would have a severe economic impact.
Should such processes by subject to the
section 6{e) ban, all manufacturers
utilizing closed and controlled waste
mapufacturing processés which generate
PCBs as byproducts would be required
to conform with the prohibitions and:
requirements of section é(e). Industry
has commented that, in general,
substitutes are not available for

. products contaminated with.low level

PCBs at the same or equivalent costs as
PCB contaminated products, and that
processes cannot be modified to prevent
the formation of any PCBs. CMA has

with limited success. CMA provided an
example of a process adjusted to reduce
formation of PCBs to below 50 ppm, and

- | estimated that the cost of this project

was on the order of $800,000.
Although TSCA does provide a

‘mechanism for obtaining relief from the

total ban of PCBs, industry has
commented that the statutory process

.for obtaining an examption is

unworkable for the many operations
that manufacture, process, or distribute

" {n commerce PCBs in low -

concentrations. Since TSCA requires a
company to obtain an annual )
exemption, industry representatives
indicated that the uncertainty
associated with knowing whether they

. would be-able to continue operations
and the large cost of submitting petitions'

each year would be a burden. A quick -
survey of companjes which filed

. exemptions with EPA in the past

showed that the-annual costs of
developing the information required by
an exemption petition plus the cost of
filing the petition may cost between
$16.000 and $126,000 per process.
Although EPA does not know precisely
how many processes meet the definition
of closed and controlled wasts: .
processes, if 500 procesges were eligible,
the avoided cost of submitting petitions
for exemption could range from $8
million to $63 million per year. These
estimates will vary depending upon the
actual oumber of processes eligible for
the exclusion. Administering exemption

" petitions for closed and controlled

waste processes could require extensive

-EPA resources.

This rule has no significant negative
economic {mpact since it imposes no
additional burdens but rather, avoids
some of the burdens imposed an .
industry by the prohibitions of section
6{e). As dincu&‘sei:lnﬂier. E\f:eh
proposing in this:rule to req
manufacturers who operate closed and
controlled waste manufacturing
processes and who desire exclusion to
certify that their processes are closed or
controlled waste processes. EPA is
proposing to give manufacturers the

" option of conducting a theoretical

ane‘:{'sil to demonstrate that PCBs
would not be quantifiable by EPA's
specified technique in releases other
than to controlled wastes, or of actually

" monitoring releases for PCB levels. EPA

estimates the cost of certification
without actual monitoring of PCB levels
in releases to be on the order of $84.00
per process per year. EPA estimates the
cost of conducting a theoretical analysis
to be on the order of $800 per process. If

monitoring to range between $200 and
$2.000 per sample. Total costs per
process range from $1.200 to $72,000,

- depending on the frequency of sampling

and the actual costs of testing (see.
support document entitled “Cost
Analysis for the Proposal to Exclude
Closed and Controlled Waste Processes
from the PCB Ban" for details). This
exclusion substantially reduces the cost
to industry associated with the‘expense
and problems of annually developing,
analyzing, and preparing petitions for
exemption from the section 8(c) ban and
the cost of EPA of processing these
petitions. -

F. Relationship of the Proposed Rule To
Other PCB Rules .

1 Disposal and marking rule. The -
Disposal and Marking Rule, published in
the Federal Register of February 17, 1978
(43 FR 7150), as Part 761 of Title 40 of
the Code of Federal Regulatiofs, A
requires that when PCBs and PCB Items
are removed from service, disposal be in
accordance with specific criteria.
Briefly, PCBs in concentrations below 50
ppm are not required to be disposed of
in any special manner; liquid PCBs in
concentrations between 50 ppm and 500
ppm are required to be disposed of in an
incinerator which complies with certain
standards, or in a chemical waste
landfill or in a high efficiency boiler;
non-liquid PCBs are required to be
disposed of in an incinerator which
complies with certain standards orina .
chemical waste landfill; and liquid PCBs
in cancentrations at or above 500 ppm
are required to be disposed of in an
incinerator which complies with certain
standards.

‘This proposed rule has no effect on
the existing marking and disposal
regulations. It simply excludes PCBs
generated in controlled waste
manufacturing processes from the
section 6(e) ban when all PCBs

_ generated are handled in ways

;xdeau-ibed under the existing disposal
. «

2. Regulatory exclusion ot 50 ppm.
The PCB Mannfacturing, Processing,
Distribution tn Commerce, and Use
Prohibition rule, published in the
Federal Register of May 31, 1879, (44 FR
31514), as Part 761 of Title 40 of the
Code of Federal Regulations basically
prohibited the manufacture, processing,
distribution in commerce and use of
PCBs in concentrations above 50 ppm in
other than a totally enclosed manner. As
discussed under the Background unit in
this preamble, this exclusion of PCBs in
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concentrations below 50 ppm was The primary purposes of this salf- - stream, EPA will attempt to develop a
successfully challenged by the . certification program are (1) for persons  sampting that uses &
Bavironmental Defense Pund The court  to detarmine if the rule is applicable to sequantial sampling schems. -
granted a stay of mandats with respect  them and (2] to aid EPA in monitoring This approach should resuit{n a
to the 50 ppm cutoff, and persons compliance. This approach would considerable savings over standard
e e Ba e whieh agtoally moet e 7 adhing o e Hlasol making icoren
commerca using a y meet a to [ correct

concentrations below 50 ppm waers definitions for excluston operats decisions. Sequantal sampling is a
pemltlted o continue thess activitias, unregulated under section 6{e). By being  procedure where, unlike other statistical
The initial stay of mandats was able to self-certify, industry avoids the .  methoda, the sample size {s not fixed in
scheduled to expire on October 13,1982  costs of petitioning for exemptions . advance. The sequential sampling
Howevey, in its report to the courtoa under section q(o). procedure indicates, after every sampls
uncontrolled PCBs, EPA requested an The self-certification process begins oz group of samples is analyzed,
extension of this stay of mandats untll  with compiling data to show thata - whethar sufScient samples have been
December 1, 1882 Prior to that time, process meeta EPA’s definition for gathered to maks a decision or whether
EPA intends.to submit a plan to the exclusion. This may include actnal additional samples are needed. On the
court for rulemaking on uncontrolled monitoring of PCB levels in releases, or  average, fewer samples are required for
PCBs. EPA anticipates that its plan will it may consist solely of preparing this procedure than with otber metbods.
include a schedule for rulemaking for information for nse In a thearetical The sequential sampling scheme used by
uncontrolled PCBs and a request for an  ggsessment. RPA considered EPA will insure that the decision that
additional extension of the stay of establishing rigid requirements for the  _the level of PCB concentration exceeds a
mandate until the rulmaking is type of data needed to support a . \ quantifiable {eval will be incorrect for
completed. : manufacturer’s detu-udnnd;:d thata appn?ﬁn(aes!y 5 percent of the rluufu

. Determining Eligibility for Bxclusiom  process is closed or coutrolled wasts. sampled (85 percent confidence level).
G. De pcgf T manufactaring process. EPA considered  EPA believes that a high level of

ie“”;upm‘ﬁm of as impurities . 0\)1ring monitoring of releases from confidence is desirable to insure that
or bypro C;d man ':‘;’:’i& processes to air, water, products, and {ncotrect decisions that a process should
mﬂm‘: ": zﬁﬁfa fm:i;;m‘ wastes (of closed processes). EPA be excluded from the ban will occur
exclusion. Py her, EPA is na evaluated the feasibility of specifying infrequently. EPA Ipedﬁqn.lly requests
concerned that only process e:mwhlnn,ch the frequency of sampling and places for  comments on the appropriateness of a
meet the o8 ed{izﬁnmom of closed sampling in manufacturing facilities. 85 percent confidence level for this
or contro p“.u ses are EPA determined that it was not decision.
permitted to W‘Gmﬂtd ander feasible to develop and propose & The guidelines developed by EPA can
section 8(e). detailed monitoring program of broéd be used as reference tools by

To accomplish these objectives EPA ts applicablility because of the extreme manufactarers when they svaluate their

variability among processes and processes to determine if they are

proposing an amendment to Subpart |
which Ssould require that persons who
produce PCBs and who consider .-
themselves eligible for the exclusion
certify that their processes meet EPA’s
definition of a closed or controlled
waste process; L.e., PCBe are not
quantifiable in releases from these
processes (in other than controlled
wastes) by the EPA-specified analytical
technique. They would be required to
develop and maintain records on the
basis {or their certification.
Manufacturers are given the option of
developing a theoretical assessment
which demonstrates this, or of actually
monitoring PCB levels to support
certificatioa. If actual monitoring fs-

- undertaken, those persons are required
to maintain a record of any analytical .
data that they obtain on PCB lsvels in

- 'the processes or in releases from their
processes. If monitoring is elected, this
proposed rula does not require that the .
EPA-specified method be used. Any

technique can be used, but the standard

that must be met is still that PCBe are
not quantifiable in releases {except in
controlled wastes) if the EPA-specified
techniqus were used. This sactica .
specifies the format for such a self-
certification and the reco! .
necessary to support this certification,

manufacturing facilities. Rather, EPA is
proposing to allow manufacturers to
select efther theorstical assessments or

actual monitoring of PCB levels to =

support certiication. EPA intends to
develop guidelines to assist persons in
the evaluation of manuhcmﬂng
processes for eligibility under the closed
and controlled waste process exclusion.
These guidelines will {dentify processes
likely to produce PCBs and specify the
types and nature of data that would be
considered acceptable to suppart a

. determination that a process {s closed or

controlled waste process. Thase
guidelines wfll address how to p a
thearetical assessment, as well as how
to conduct actual monitoring of PCB
levels in releases. In addition, these
guidelines will describe the typeof
quality assurance and quallty coatrol
procedurss which should be developed

as an integral part of any program which

involves actual monitoring of PCB
levels.

A detsrmination that PCBs are absent
by actual monitoring of PCB levals must
take into account that statistical’
variability in analytical results which
will always occur. R that
thare will be variation results of a saries
of samples taken from a particular

eligible for exclusion. They will be nsed
by EPA in monitoring compliance with
this rule. EPA expects that the
guidelings will be available during the
public comment period to this rule. EPA
intends to announce their availability
through a Federal Register notice.

EPA considered requiring reporting
data to the Agency on a semi-annual or
an annual basis. EPA also considered
requiring reporting one time with re-
certification being required upon -
significant process changes. EPA is
proposing that no reporting be required.
With po requirement to report to EPA
that certain processes qualify for
exclusion, some processes may be
mislabeled as qualifying for the
exclusion when in reality the
manufacturer should be petitioning for
an exemption. To help reduce ths
likelibood of this occuring, EPA is
developing an enforcement strategy,
EPA's enforcement strategy will includé
{dentifying processes which are likely to
generate PCBs as impurities and

yproducts. EMA intends to use the

" petitions for exemption, among othar

sources of informatios, to identify
genaric processes which are likely to
geoarats PCBa. This information would

accompany the analytical guidance to

L
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be distributed for this rule. After

developln& the enforcement strategy,
EPA will then determine if companies
manufacturing similar products have
Ketidoued for exemptions. If petitions
ave not been submitted by particular
manufacturers, EPA will examine
company records of ns who claim
their processes are closed or controlled
waste processes. Through these means,
EPA believes it can effectively assure
that the exclusion is not being abused.
With the proposed approa
manufacturers would identify processes
which they believe generate PCBs as
{mpurities or byproducts, determine {f
the processes are closed processes or
controlled waste processes, and place

data and records of their detenm'naﬂom_

in records at the facility. Should
manufacturers periodically undertake
monitoring of PCB levels {n processes or

‘In releases from the processes, these

data would also be retained. EPA is
g:oposin.g to require that such records

maintained for seven years, or for at
feast three years after the particular
process being used at the facility ceases
operations, whichever is shorter.
Purther, EPA is pr:foslﬁ to require that
processes be reevaluated and thata
new certification be filed up;:ln
significant process changes that
invalidate ?he previous certification. A
significant process change s ane which
is Hikely to change the concentration of
PCBs in releases from the processes
(except in controlled wastes).

In addition, EPA intends to develop
and conduct an andit program to
monitor the zﬁ;emct;.venul of this rule.
The purpose o program is to
determine if the rule has acoomplished
its objectives, and to identify potential
areas where revisions or modifications
are needed. :

Other alternatives that EPA

) g:lmidered but rejected are discussed

“‘ .

dl. (.‘e:‘tifti ication by EPA. Umh

ternative, every company
classify a process as a closed or
controlled waste process would be
required to submit theoretical or
analytical data to EPA with a request
for certification as & closed or controlled
wastie process. Afier EPA reviewed the
submitted data and the request. it would
send the company a determination of
eligibility for exclusion from the .
requirements of section 6(e) under the
closed and controlied waste process
exclusion. This approach would be very
oostly and burdensome to industry and
EPA. It would require the development
of data and submittal of data to EPA
from everyone in the chemical industry
and other industries who generate PCBs
to prove that they are closed or

* exclusion. It would be extremely
. difficult for EPA to identify anyone but

controlled waste processes (ar petition
for exemption). It would require EPA to
expend substantial resources reviewing
the applications for exclusion. By setting
up such an annual certification

ure, in effect industry and EPA
would be lubdie:v‘ mtoqmm
reporting, an re ents
similar to those incurred under the
regular exemption process. One of the
main reasons for this rule is to relieve
manufacturers and processors of the

- burdens {mposed by an exemption

process when the potential exposure to
PCBs from their processes is very low.
However, this approach would probably
provide the greatest assurance that only-
companies that are truly eligible for the
exclusiop operate unregulated under
section 8{e).

2. No documentation. EPA also
considered not requiring recordkeeping
by manufacturers ntilizing what they
consider to be closed or controlled

- -waste manufacturing processes. Under

this alternative, manufacturers would
not be required to maintain any records
of their determinations that processes
operating at their facilities were closed
or controlled waste manufacturing
processes. This alternative eliminates
the costs and burdens associated with
documenting determinations that
processes are closed or gonn'ulled waste

processes. , .
Clearly, with no requirement to .
document determinations that certain
processes gualify for exclusion, many
processes may be automatically labeled
as closed or controfled waste processes
and operste unregulated under section -
6(e). Further, a large amount of
resources would have to be expended
by EPA to verify manufacturers claims
that processes generating PCBs without
specific exemptions are closed or
controlled waste processes, Thisis -
because in many cases EPA would have
to develop a verification strategy
taflored to individual processes, and .

- there would be no records for EPA to

review to determing bow the company
concluded that it was eligible far the

the most flagrant violators. It is very .
likely that companies would not spend
much effort to ensure that they actually

" met the criteria for exclusion since the

lkelibood of being fdentified as not

complying with the rule would be very
. 0 .

H. Discussion of Amlyvccl Method For
Detscting PCBs

Section 761.82 designates capillary gas
chromatography coupled to an electron
{mpact mass spectrometer (CGC/EIMS)
s the EPA specified analytical

technique for quantifying PCBs i air
emissions, water effluents and product/
process streams, CGC/EIMS {s the
analytical technique specified under the
definitions of closed manufacturing
process and controlled waste

~ manufacturing process. To qualify for

the closed and controlled waste process
exclusion, PCBs must not be
quantifiable by this technique in
releases to alr, water, and products (and
wastes from closed processes). Although
actual monitoring of releases is not
required as a condition {or exclusion
(theoretical analyses are acceptable).
and this method is not required if
monitoring is elected, {f actual
monitoring is undertaken, manufacturers
may wish to use the method specified in
§ 761.82 to insure that they are in

compliance with the rule. EPA will use

this technique in conjunction with the
yet to be published guidelines to
determine whether processes are closed
or controlled waste processes.

1. Chemical analytical methodology. .

True confirmation of chlorinated

biphenyls (PCBs) in specimens which
may contain other chlorinated aromatic
compounds can relfably be
accomplished by capillary gas
chromatography (CGC) coupled to mass -
spectrometry {MS). In order to obtain

the selectivity to use this analytical
technique, specific separation,

. extraction, and cleanup steps are a
necessary part of the chemical analysis
process. There are many analytical
procedures for separation, extraction,
cleanup, and detection which can

successfully be used to indicate the
presence of PCBs. These methods are:
useful in identifying the presence of
materials which may require the
confirmatory analysis outlined in

§ 761.82 For enforcement purposes EPA
will use the analytical approach
described in § 761.82.

2. Quality assurance plan for
measurement of incidentally generated
chloninated biphenyis (PCBs). An .
integral part of CGC/EIMS analysis is

- the quality assuiance program (QAP).

QAPs insure the {ntegrity of the data
produced. - .
A QAP includes the following: (1)
History and disposition of samples, (2)
sampling and sample collection
procedures and {3} extraction and
instrumental analysis procedures. A
QAP documents how a laboratory
intends to demonstrate its capability to
produce data of acceptable quality. A
QAP is essential for establishing the
validity of the analytical dats generated.
For enforcement purposes EPA will use

CGC/EIMS in conjunction with a QAP
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to verify the accuracy of the data ‘proposed method would have on and documenting a “good faith effort to
erated. persons involved {n the manufacture, develop substitutes for PCBs” and the

3. Guidelines. The guidelines EPA is
developing will include guidance on: {1}
Sample collection and homogenization
of the sample, (2) addition of surrogate
compounds to the sample, (3) extraction
and cleanup, (4) concentration or
dilution of the extract, {5) analysis of the
final extract, (8) reporting the results of
the chemical analysis as specific PCB .
fsomers or total PCBs, and (7) :
developing a QAP. Sample collection
should be representative of the process
to be characterized. Increased variation
in the components of the process will
increase the necessity to sample more
frequently or to composite samples
taken concurrently from several
locations. The samples will then pass
through a decision tree where pertinent
procedures in the analytical method will
be selected, based on the nature of a
- specific sample. As-an example, for the
homogenization step, aqueous samples
free of suspended or settled solids
would pass on to the extraction step,
Aqueous samples with suspended
matter would be stirred during
subsampling and extraction. Aqueous
samples with settled material, which
could not be stirred into a suspension,
would require pulverization of the solids
and then could be treated as the
aqueous sample which contained
suspended matter. In the guidelines,
other portions of the decision tree will
be described for non-aqueous samples
and for the other steps in analyzing for

© PCBs.

V. Summary of Issues

EPA specifically requests comments,
data, and information relevant to:

1. The data presented in the CMA
survey. :

2. The appropriateness of excluding
closed and controlled waste processes:
from the section 8(e} ban including
EPA's rationale that closed and
controlled waste processes pase de -
minimis risks to public health and the
environment; and that the benefits of
allowinitheoe processes to be excluded
outweigh the de minimis risks posed.

. 3. The need to specify criteria for
determining the absence of PCBs in
products, air emissions, water
discharges, and wastes to define
adequately processes subject to ths.
exclusion; the desirability of one
criterion for all releases or separate

. criteria for air, water releases, products,
and wastes of closed processes; the
suitability of the proposed analytical
method for purposes of judging whether
a process should be eligible for the
exclusion. In particular, EPA seeks

information relating to the effect that the

processing, distribution in commercs
and use of PCBs. -

4. The appropriateness of using limits
of quantification versus limits of
detection for defining the absence of
PCBs in releases from processes.

§. The appropriateness of requiring
controlled wastes to be sent to facilities
{n compliance with standards in ‘
§§781.70, 761.75, and 761.68. In
particular, EPA seeks information
relating to the effect that this
requirement would bave on persons
disposing of waste from controlled
waste processes, and on the
environmental/health risks of not
disposing of PCBs {n this manner.

8. The need for a program whereby
manufacturers demonstrate that their
processes do qualify for exclusion; the
desirability of a selfcertification
program versus one where the
manufacturers report to EPA and the
Agency determines whether they
qualify. In particular, EPA seeks
information relating to the effect that
self-certification or other programs
would have on persons who
inadvertently manufacture PCBs, and on
the problems or risks associated with
not requiring certificationand  °
recordkeepi

7. The suitability of allowing
manufacturers 1o use best theoretical
analyses in lieu of actual monitoring of
PCB levels. In particular, EPA seeks
information relating to the effect that

_ requiring monitoring data or theoretical

analyses would bave on persons.
inadvertently manufacturing PCBs.

8. The retention time for records (7
years or 3 years after a process ceases
operation, whichever is shorter).

9. The cost and economic impact of
this exclusion policy. Specifically:

:l Th:al costs of EPAr'l r;eorn'mende?h
analytical technique for determining the
absence of PCBs, including sampling
and storage costs: -

b. The costs of recordkeeping and
reporting which might be required for
eligibility for the exclusion. ’

¢ The availability of testing

. . equipment to perform testing in-houss
andf

or the availability of outside
laboratories to perform tests.

d. The costs to manufacturers of
performing “best theoretical analyses™
in lieu of actual monitoring of PCB
Jevels.

e. The costs of incinerating wastes in
EPA-approved incinerators, landfilling
in EPA-approved landfills, and storags
for incineration or landfilling under this
exclusion. . :

petition, including the costs of making

cost of determining and documenting
that “no unreasonable risk” exists.

VL Aulbotity -

Section 6{e) of TSCA {15 U.S.C. 2805).
The Administrator of EPA has delegated
authority to amend or modify the PCB
Manufacturing, Processing, Distribution
in Commerce and Use Prohibition Rule

(4Q CFR Part 761), published in the

. Federal Register (44 FR 31514, May 31,

1879), to the Assistant Administrator for
Pesticides and Toxic Substances.

VIL Executive Order 12291

Under Executive Order 12291, issued
February 17, 1881, EPA must judge
whether a rule is a “major rule” and,
therefore, subject to the requirement
that a Regulatory Impact Analysis be
prepared. EPA has determined that this
proposed rule is not a msjor rule as the
term is defined in section 1(b) of the
Executive Order. Therefore, EPA has not
prepared a Regulatory Impact Analysis
for this proposed rule.

EPA bas concluded that this proposed
rule is not “major” under the criteria of
section 1(b) because the annual effect of
the rule on the economy will be less
than $100 million: it will not cause a
major increase in costs or prices for any
sector of the economy or for any
geographic region: and it will not result
in any significant adverse effects on
competition, employment, investment,
productivity, or innovation or on the
ability of United States enterprises to
compete with foreign enterprises in
domestic®r foreign markets. In fact, this
proposed rule excludes certain uses of
PCBs that would otherwise be
prohibited by section 6{e} of TSCA and,
therefore, reduces the overall costs and
economic effect of section 6(e). -

The proposed rule was submitted to
the Office of Management and Budget
(OMB]) prior to publication. as required
by the Executive Order. Any comments
from OMB to EPA and any response by
EPA to those comments are available for
public inspection as part of the public
record of this rulemaking.

VIIL Regulatory Flexibility Act

Under section 605(b) of the Regulatory
Flexibility Act, the Administrator may
certity that a rule will not, if
promulgated, have a significant impact
on a substantial number of smaill ’
entities, and therefore does not require a

regulatory flexibility analysis..

The proposed amendment to the PCB

" . rule excludes persons who manufacture
{. The costs of flling for an exemption'

PCBs in closed and controlled waste
manufacturing processes from the ban

! 0756062
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on manufacture of PCBs. Por those
persans who qualify for the exclusion,
the effect of this rule is to avoid the
economic fmpact assodated with the
ban. Since no negative ecovomic effect
{s expected upon any business entity
from the promulgation of this proposed
rule, Icemfythnt fiis rale will not, if
promulgated, bave a significant
economzic impact on small entities.

DX Paparwork Reduction Act

ork Reduction Act oflm
4 US. C. 3501 et seq (the Act),
authorized the Director of the OMB to
review certain information collectian
requests by Federal agencies. EPA has
ddeﬂnlned that the recordkeeping and

ents of this proposed

porting
mle constitute a “collection of
information,” as defined in ¢4 US.C,
ssozm In accord;nce with the Act, the
recordkeeping and reporting
requirements of this proposed rule (i

* adopted in the final rule} will be

submitted to OMB under section 3504(b)
of the Act. :

X. Official Rulemaking Recard

Proposed PCB Regulations for Closed
and Controlled Waste Manufocturing
Processes

In accardance with the requirements.
b izhing e bobouing TS, EPA e
e wing list o!
documents constituting the recard of this
roposed rulemaking. A supplementary
Ent or lists may be published at any time
on or before the data the final rule is .
{ssved. However, no such list will
include public comments, the transcript
of the rulemaking bearing, ar
submissions made at the rulemaking
bearing or in connection with it. These
documents are exempt from Federal
Register listing under section 18(.)(3). A
full list of these materials will be
available an request from the Document
Contro] Officer listed under .
“ADDRESSER™ -

A. Previous Rulemaking Records

1. Official Rulemaking Record from
“Polychlorinated WW
Manufacturing, Processing. tion fn
Commerce and Use Prohibitions Rule” 44 FR
31514 May 31,1078,

2 Official R Imd from
“Polychlorinatad Biphbenyls (FCBs) Disposal
and Marking Final Regulstion” 43 FR 715Q

‘Fabruary 17, 178,

B. Federal Register Noticas

1. 48 FR 27817, May 20, 1981, USEPA
*“Polychlarinated Biphenyls (PCBek
Manufacture of PCBs in Concentrstions:
Below 50 Parts Per Million: Posstble
Exclusion From Manufacturing Prohibition:.
Advance notice of proposed rulemaking™.

2 40 PR DUtS, May 20, 981, USEPA

‘Below 50 Parts Per Miibon." -

C. Support Documents
LUSEPA.OE'SAMAU‘!M
Comments.

2 USEPA, OTS, “Occupational Exposure to
Inadvertently Produced PCBs."

3. USEPA, OTS, “Methods of Anehnh for
Incidentally Cenersted PCBs Litersture
Review and Preliminary Recommendstions.”

4. USEPA. OTS, “Cost Analysis for the
Proposal o Exclude Closed and Cantralled
Waste Processes from the PCB Ban."”

& USEPA, OTS, “Internal Memorandum of
EPA Review of CMA Sabmitted Toxicity

Data.

6. USEPA, OTS, “Quality Aseurence
Culdelines.” g

7. USEPA, OTS. “Rationale for Estimating
Level of Quantification for CGC/EMIS.”

~ 8. USEPA, OTS, “Estimation of Relaases
from Spills of Inadverteatly Produced PCB:."
D. Reports

1. Chemical Manufectarers Anodlﬁon. “A
Report of a Burvey on the Incidental
Manufacture, Processing, Distribution, and
Use of Polychlorinated hphmyb at
Concentrations Below 50 ppm.”

2 Chemtul Manufacturers Association,

Ecology
“Summary.of the Health Effects of PCBs.”
EPA will identify the

complete .
rulemaking record on or befare the data
" of promulgation of the final rule, as

prescribed by section 19(3) of TSCA.
EPA will consider for inclusion in the -
record additional material submitted at
any time between the publication of this

-notice and the date the Agency

{dentifies the final record. The final rule
will also permit persons to point out any
omissions or errors in the

X1. Additional Information

The comment period for this rule is
limited to thirty days because EPA is
under court order to promulgate a final
rule by October 13, 1962,

EPA requests thet comments be.
submitted in tripkcate, Comments
should include the docket number, OPTS
62017A. Comments on this proposed rule

‘will be available for review from 8:00
. aJm. to 400 p.m., Monday

through
Friday. excluding holldays. {n Rm. E-107
Environmental Protection Agency, 401 M
St, SW.,, Washington, D.C.

Requests to participate in the !n.fomnl
bearing shonld be made in writing to the
Industry Assistance Office at the
address given above. All requests for
participation must inciude, at least, a
detailed outline of the topics to be
addressed in the opening statement, the
amount of time requested for the
statement, and the names of the
participants. Statements should not

repeat information already presented in
written comments but should address
additional information or issues. All
hearings will be conducted in
accordance with EPA’s *Procedures for
Rulemaking Under Section 8 of the
Toxic Substances Control Act” (40 CFR,
Part 750).
List of Subjects in 40 CFR Part 761
Hazardous materials, Labeling,
Polychlorinated biphenyls,

Reoordkeeping and reporting
requirements, Environmental protecuon.

Dated: June 2, 1982,
Aane M. Gorsuch,

Therefore, it is proposed that 40 CFR
Part 761 be amended 1o read as follows:

PART 76 1—POLYCHLORINATED
BIPHENYLS (PCBs) MANUFACTURING,
PROCESSING, DISTRIBUTION IN
COMMERCE, AND USE PROHIBITIONS

1. Paragreph (f) is added to § 761.1. t0_
read as follows:

§ 7811 Applcability
L] * * * L ] .
(f) Persons who manufacture, process.
distribute in commerce, or use PCBs
geperated as byproducts, impurities or
fntermediates in closed and controlled
waste manufacturing processes (as
defined in § 7813 (jj) and § 761.3 (kk))
are exempt from the requirements of
Subpart B. To qualify for this exclusion.
such processes must also fully comply
with § 761.165.

2. Paragraphs {jf) and (xk) are added
to § 761.3, to read as follows:

§ 7613 Definitiona.

.(§j) “Closed manufacturing process™
means a chemical manufacturing
process in which PCBs are generated but
from which no quantifiable PCBs are
released to air, water, products, or in
process wastes if the analytical method.
specified in § 761.82 were used.

{kk) “Controlled waste manufacturing
procéss” means a chemical
manafacturing process in which PCBs
are generated but from which no
quantifiable PCBs are released to air,
water, or products if the analytical
methods specified {n § 781.82 were used,
and the remainder of PCBs generated
are incinerated in an incinerator
approved under the provisions of
§ 761.70, landfilied in a Yandfill approved
under the provisions of § 761.75, or
stored for such incineration or
landfiling tn accordance with the
requirements of § 761.85(b)(1)..
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3. A new Subpart R consisting at this
time of § 761.82, is added to read as
follows:

SUBPART E—METHOD OF ANALYSIS.

§ 761.52 Analytical method and quality
assurance plan for quantifying PCBs In air,

water, products, and closed process waste

streame. .

{8) Analytical approach. This section
{s the Agency's designated analytical
approach for non-Aroclor PCB analysia
This technique is the method specified
under the definitions of closed
manufacturing process and controlled
waste manufacturing process. The .
approach includes a description of the

analytical technique and a description |

of the necessary quality assurancs
program (QAP). This is the analytical
technique and QAP which EPA will use

in determining whether a process falls. -

within the closed and controlled wasta
manufacturing process exclusion (see
§ 7e1.1(f)). -

(b) Analytical technique. (1) A
specified number of samples is taken.
according to s suggested procedure.
Each sample, if too large to go directly
to extraction, would be thoroughly
homogenized and a representative
subsample would be removed.

(2) Each sample (or subsample from
paragraph (b)(1) of this section) then has
surrogate compounds, e.g., several *C
PCB isomers, incorporated into it. These
surrogates are used in quantitation and
to document recovery rates.

(3) Each sample is then subjected to
an extraction and/or cleanup procedure,
- Through this procedure, the original

sample would have any contaminants-
.and ipterfering compounds removed -
from it. and ideally an extract with only
PCBs would remain. The extraction.
procedure would vary for different
media (air, water, solid) and matrix
(chlorinated. non-chlorinated, etc.).

(4) Each sample extract would be
concentrated or diluted to a known.
volume. This known volume is used in:
the quantitation procedure,

(5) A known amount of the prepared
extract is then removed and introduced
into a capillary gas chromatograph:
(CGC]) coupled to an electron impact

_ mags spectrometer (EMIS).

(6) The instrumental response is then:

integrated so that the levels are
described by PCB homolog (mono-, di+,
and trichlorobiphenyls, etc.) and each
PCB bomolog is quantitated based on . |
the known responses of the C

surrogates {see paragraph (b)(2) of this '

section). .
-(7) All 10 homolog concentrations are
then summed to obtain a “total PCB"
* value. ’

{c) Quality assurance program. A
quality assurance program includes:

(1) An accurate trace or history of the
life of a sample (to be chemically
analyzed for PCBs} including a
description of the scheme for sample
collection {ncluding & written
description of what happens to the
sample, schedules and timetables,
disposition and handling. )

{2) Details of the sample collection
procedure inclu

(1) Reasons for using a particular
sample selection process and reasons
for not using other processes.

(1) Estimates of how well the selected
samples represent the medium to be
characterized. - -

{3) A full, detailed description of the
extraction and chemical analysis
procedures.

(4) The results of laboratory
participation in round robin analytical
programs, the results of performance. .
audits, the results of systems audits, and
analytical results of performance audit -

specimens. :
4. Section 781.18S is added to read as.

follows::

manutacturing "
waste manufacturing processea. .

(a) In addition to meeting the basic
requ!remen; of § c:lm.l(f)‘.lfl’cs-\
generating chemical manufacturing-
processes shall be considered “closed
manufacturing processess”or =
“controlled waste manufacturing'
processes” (and thus, be excluded from
the TSCA section 6{e) ban on
manufacture), only if the owner/
operator of the facility: (1) Collects data
on the process and performs either a
theoretical analysis of PCB levels in .
releases or conducts actual sampling of
PCB levels in releases.

(2) Maintains (for a'period of 7 years:
or for 3 years after a process ceases
operations, whichever is shorter) the
following information on the processas:

(1) Theoretical analysis. (A) The
reaction or reactions believed to be

producing the PCBs and levels of PCBs

genersted,

(B) The basis for all estimations of
PCB concentrations, :

(C) The name and qualifications of the
person or persons performing the .
theoretical analysis. .

(D} Any additional information
relevant to the analysis of the process
for PCBs. ,

(1) Actual monitoring. (A) The method
of analysis, .

(B) The results of the analysis,.
{ncluding data from the QAP.

{C) The name of the analyst or
analysts.

(D) The date and time of the analysis.

(E} Any additional information
relevant to the analysis of the process
for PCBas. ’ -

{b) The data collected, and the
analysis performed under paragraph (a)
of this section must support the
following certification if the processes
are to be excluded under the closed
manufacturing process and controlled
waste manufacturing process exclusion.
Persons desiring exclusion of a PCB-
generating process under the closed and
controlled waste process exclusion shall
certify that: )

(1) An analysis of the manufacturing

. procass for PCB levels and releases
(either theoretical or through actual
monitoring for PCBs) has been
completed. I

(2) The analysis of the manufacturing
process is on record at the facility.

{3) If the analytical method specified
in § 761.82 were used, PCBs could not be
quantified in air releases and water

_ releases from the manufacturing

process, or in products of the
manufa process.

(4)(i) i the analytical method
specified In § 761.82 were used, PCBs
would be below the limits of
quantification in process wastes.

(if) All process wastes are either
incinerated in accordance with § 781.70,
landfilled in a landfill approved under
§ 761.78, or stored for such incineration
or landfilling in accordance with the
requirements of § 781.85(b)(1).

{c) The certification must include the
name and location of the disposal
facilities (if the process is a controlled
waste process)! The certification must
be signed by a responsible corporate
officer. For the purpase of this section, a
‘responsible corporate officer means: (i)
A presidont, secretary, treasurer, or vice
president of the corporation In charge of
a principal business function, or any
other person who performs sitilar .
palicy or decision-making functions for

_the corporation. - .

(ii) The manager of one or more
manufacturing, production, or operating
facilities employing more than 250
persons or having gross annual sales or
expenditures exceeding $25,000,000 (in
second quarter 1880 dollars), if authority
to sign documents has been assigned or
delegated to the manager in accordance
with corporate procedures. This
certification process must be repeated
whenever process conditions are
significantly modified to make the
previous certification no longer valid.
This certification must be filed at each

Aucility in which a closed or controlled
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waste process is operating for a period’
of seven years or for three years aftera

process ceases operation, whichever is.
shorter, and must be made available to

.EPA upon request.

{d) Any person signing a document
under paragraph (b) (1) through (4) of
this section shall also make the
following certification:

1 certify under penalty of law that this
document and all attachments were prepared
under my direction or supervision in
accordance with s system dellfwd to assure
that qualified personnel properly gather and
evaluate information. Based on my {nquiry of

" the person or persons who manage the

system, or those person directly responsible
for gathering information, the information is.
to the best of my knowledge and belief, true,
accurate, and complete. | am aware thet there
are significant penalties for falsifying .
information, including the possibility of fines
and {mprisonment for knowing violations.
Dated:-
Slyuture
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