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TSCH/SEC, V@)

TO: Distribution
FROM: T. G. Grumbles
DATE: May 28, 1987

SUBJ: TSCA SECTION 8 PROCEDURES VIS.IA

This memo is to reemphasize and update the Vista Section §
procedures. Posters for in-plant use and forms for use in recording
Section 8(c) and 8(e) allegations are enclosed, A copy of the 8(c)
regulation and a summary of Section 8(c) are also included for your
reference. Some key points are below.

1. Section 8(c) requires the recording of allegations, that a
chemical substance has caused harm to humans or the envirorment.
Allegations are "statements made without formal proof or regard
for evidence".

2. Tbg only allegations not recordable are those that are known
hedlth effects. Known health effects are defined in the

regulation (717.3(c)(1)).

3. The 8(c) corporate file is kept in Houston Environmental.
4, Houston will review the Section 8 allegations to determine the
extent of any follow-up investigation needed. This

investigation will assure the disposition of the allegation as
indicated on the back page of the long form.

To illustrate EPA’'s enforcement activity in TSCA Section 8 matters a
recent BNA article is enclosed.

Additional forms and posters are available in Houston if needed.

—
L

\ YN —
T. G. Grumbles
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CHEMICAL MANUFACTURERS ASSOCIATION

V1A FEDERAL EXPRESS
May 1, 1991

TO: A4 Hoe TSCA A(e) Group
Health and Safety Committee
Chemical Reporting Task Group
Chemical Contrnl Task Group
Chemical Testing Task Group

RE: Draft Case Studies to Clarify Reporting Requirements for TSCA
Section 8(e) and the CAP
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FOR IMMEDTATE ATTENTION

FededeFededededededededeiedededededededededohedeiederieieiefededeiededededede o dededeRedede ki fededr de e dedeiededeve e dedede e droie e e

Enclosed FOR YOUR IMMEDIATE REVIEW are the draft case studies
developed at last weeks working sessions. Each one is at a differant
stage of development and some follow the outline we established more
then others. 1 suggest we work towards following this outline as much
as posible and a copy of it is enclosed for reference as you raview the
casey,

To keep with ocur intention of submitting them to EPA as eatly next
week as possible (ideally they will be submitted on Monday, May 6). 1
will nead your comments ASAP, with an absolute deadline of 9:0n A.M.
Monday, May 6. Please fax your comments to my direct attentlon at
202/RR7-1282. I1f additionnl werk is neaded, [ will contact the
discussioun leaders from last wask's seanions. Thenks again for all
your help.
Sigceraely,

Director
Haanlth and Safety
Enclosures
ce: 8. Conti, CMA . Layne, CMA
G. Strickland, CMA Zoll, CMA
E. Currie, CMA Tivey, CMA
L. Spurlock, CMA Price, API1

Morton, SOCMA

Sussman, Latham & Watkins
Dille, Texaco

. Erisman, Quantum

Hall, Proctor & Gamble
Hamilton, DuPont

Lynch, Rohm and Haas

. Hazer, Northrop

. Halder, Mobay

. Ronndtree, Aerospace I[ndustries

V. Ughetta, API

C. Bell, Sibley & Austin
S. 0'Conner, PPG

B. Farran, Rhone-Poulenc
F. Marashi, Phillips

J. Blum, Allied Signal
M. Barth, Mobil

J. Barter, PPG

M. Dean, Georgia Pacific
J. Sepexi, Shell

DOXRIEODORDDOXNIDD

2501 M Street. NW, Washington, DC 20037  202-887-1100 Panalax 202-887-1237 Telex 89617 (CMA WSH)
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Attachment I
April 19,1991

TSCA Section 8(e)
Compliance Audit Program
Praft Outline for Case Studies

Section I: Study Specific Information

This section will detail the information specific to the
study/report in questjion. Information on the type of material tested,
study purpose and design, and study results that are relevant to
consider in evaluating reportability should all be included.

Section I1: Other Relevant Information

This section will describe other information that is relevant to
consider in evaluating study results. This could include information
on structurally similar materials, current or anticipated uses,
exposure potential, magnitude of the available database on the
material, etc. In some cases (particular health effects endpoints) it
may not be appropriate to consider any additional inforsation relevant;
if so, this should be stated. In other cases, there will be extensive
information that is appropriate to consider. If there is information
that has already been 'made available' to EPA (non TSCA 8e), it would
be appropriate to include it in this section.

Section III: Existing EPA Guidance

This section will discuss existing Agency guidance on the
reportability of the study results. The guidance should be
specifically referenced, and if no guidance is available, it should
be stated as such. Relevant Agency guidance that should be reviewed
include guidance specific to TSCA A(e), 1i.e., 1978 Pclicy Statement,
twvo Q & A's, the subpoens letters (others? which onas?), as well as
Agency guidance that has been published for other programs, such as
RCRA, FIFRA, CWA (others?)., If gnidance over time appears to he
contradictory, this should be explicitly discussed.

Section 1V: Evaluation Discussion

This section will, in essence, be 'the answer', but careful
discussion of all relevant information should be included. {While not
yet discussed, it may be a good idea to include cases where the
discussion supports submitting the study, and cases where the
discussion leads to a conclusion that wmediate reporting is
unnecessary.

Section V: Magnitude of Study Type

This section will generally describe the relative frequency of
‘these kind of studies and/or results, in order to place 'substantial
risk' reporting in the proper perspective.

Section VI: Conclusion

This section will have a very clear and concise response tn the
question of treportability.
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TE8CA SECTION 8(e)

CASE STUDY: NUMERICAL CUTOFFS

Saction 1: RaD Chemical; Pesticide Candidate

An acute oral(gavage) LDSO study was conducted in mala rata.
Following administration of the teat material, rata were observed for
14 days for ¢linical atgns of toxicity, At the end of this observation
period, all surviving rata were sacrificed and examined for gross
pathclogical changes. Rats found dead were also subjected to gross
pathological examination.

The oral LDSO was calculated to be 40 mg/kg; tranafent
non-specific clinical signs were observed in all tresatad rats. Gross
pathology revealed nothing unaxpected.

Section ;I: other Relevant Information

2 The R&D material has been synthesized in small guantity (<& gm)
. and has always been handled within a fume hood.

Section III: Existing EPA Guidance

Agency guidance [EPA 1078 8(a) Statement of Interpretation and
Enforcement Policy: 43 FR 11110 (March 16,1978)] -states that
information that shows & tested chemica) to be gxiremsly toxic (eg.
causes lethality at yary low dosas) by, for example inhalation, dermal
application or oral adminiatration should be reported.

Ssction IV: Evaluation/Discussion
EPA 1n 1ts 1078 Policy Statement refers to three categories,

namely, axtremely, moderately, end mm:_mmm:‘_mm There
are numerous classification schemes which have been publiished (eg. EPA

FIFRA, TBCA SNUR, EEC 6th Amendment for Clasaification and Labeling,
United Nations Transportation Criteria, SBARA Section 302, OSHA, DOT,
Casserett and Doull, Deichmann and Gerarde etc.). There 1s some
variation amoungst the classification schames end several which
differentiate between gxtramaly toxic and highly foxic. Several of
those which differentiate between extramely and highly toxic use &
cut-off of less than or equal to 28 mg/kg (oral LD8O).

CMA strongly believes that the Agency should consider
domestic/national consistancy as well as international harmonization.
This would minimize the number of inconsistant written notifications
that by law must be submitted and raduce reporting errors, In addition,
verbal guidance from EPA t0 numerous companies and industry
associations has been consistant with a cut=-off of less than or equal
to 25 mg/kg for oral administration,




2

Section V: Magnitude of Study Type
7”717

Saction VI: Concluston

In the above case study, the information would not be considered
reportable under TC8A Section £(e) criteris for the following reasons.
First, the threshold for "extremely toxic" s considered to be less
than or equal to 28 mg/kg (oral) by several sources [eg. BARA; BNUR:
EEC] which differentiate between extremely and highly toxie. While we
are avare of other schemes that use less then or equal to 80 mg/kg
(oral) as highly toxic, EPA should not equate this to gatramaly foxic.

Regarding dermal and inhalation toxicity testing, similar
arguemants can be made for each type of testing. The numberical
cut-offs we believe would constitute. reportability as “"extremely toxic"
are as follows:

Oral LD8O . less than or squa) to 25 mg/kg
Dermal LD8O less than or equal to 80 mg/kg
Inhalation LC8O

Vapors Tess than or equal to 0.5 mg/L

Aerosols/Particulate less than or squal to 2 mg/L

References:

.BARA Emergency Planning and Community Right-To-Know Programs, 51 FR

221, 11/17/88, 41870~-41580.

T8CA Section 5(a) Gignificant New Use Rule (SNUR) 52 FR 82, 4/20/87,
15603-15604, '

79/831/EEC, Council Directive 9/18/79, Amending for the ¢TH Time
67/848/kkC.

4
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Human Health Effects Case Study
Acute Toxicity = Limit Test - "Neurotox"

Dragt 3 - 4/29/91
I. study Specific Information

The purpose of this case study is to describe the critaria
necessary to assess the reportability of acute toxicity
tests under TSCA 8(e) that contain various signs and
synptons that might be indicative of neuretoxicity.

A company conducts acute toxicity limit testing (oral dose
is 2000 mg/kg; darmal dose is 2000 mg/kg; inhalation dose is
200 ng/l or highest achievable nominal concentration).
General signs and symptoms reported include piloerection,
hunched posture, dyspnea, exophthalmos, reduced locomotor
activity, tremor, tonic convulsions/spasas and ataxia. No
animals died.

II.. Other Relevant Information

DOT, EEC, Japanese Classification schenmes
EPA Neurotoxicity Testing Guidelines under PIFRA

III. Existing EPA Guidance

EPA has published a number of Q&A's and Status Reports
regarding TSCA 8(e). The following Q&As appeared in an EPA
document dated July 3, 198%:

Q. What criteria should be used in determining if the
results of acute toxicity studies constitute information
that reasonably supports a conclusion of substantial risk?

A. Criteria used to determine section 8(e) reporting in
the case of acute/subacute findings will depend on the
nature of the effects observed and the dose at which the
effects occurred. For example, information that shows a
tested chemical to be extramely toxic (e.g., causes
lethality at very low doses) by, for example, inhalation,
dernal application, or oral administration should be
reportad. On the other hand, the reporting of information
showing a chemical to be moderately toxic will depend on the
degree of actual or potential exposure to the tested
chemical. Information showing a chemical to be slightly or
minimally toxic on an acute/subacute basis is not considered

‘typically to be reportable. In addition to extreme

toxicity, certain other serious toxicological effects (a.q.,
neurotoxicity, adverse reproductive system effects) seen in
an aguto r)lubacuto animal study should be reported und r
Sctin 8(e).

VEV-141299
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Limit Tast - "Neurotox"
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Q. What criteria constitute evidence of reportable
neurotoxicity in animal studies? Por example, are
reversible effects such as narcosis or effects observed in
the presence of marked systemic toxicity considerasd
reportable?

A. Typically, neurotoxic effects that are observed in
dying animals are not, in and of themselves, considered by
EPA to be reportable under Section §(e) of TSCA. In many
cases, however, alread{ reportable data regarding extremely
or highl{ toxic (lethal) substances will be accompanied by
information concerning observed neurotoxic effects. 1In
short or long term exposure studies in which serious
neurotoxic signs and symptoms (e.g., convulsions, sleep
induction, motor dysfunction, narcosis, behavioral
dysfunction) are seen in non-moribund animals, however,
sgecitic reporting of the neurotoxic effects should take
place.

EPA's guidelines also suggest that, while LD50 and
other acute screening data may often bes outside the scope of
section 8(e), there may be circumstances where reporting is
required. The following comment appears in 43 Fed. Reg.
11114, March 16, 1978, “Statement of Interpretation and
Enforcement Policy":

Comment 14: How are reportable data distinguished from
routine tests including range tests such as LD50's.

Response: This policy statement directs the reporting of
specified effects when unknown to the Administrator. Many
routine tests are based on a knowledge of toxicity
associated with a chemical; unknown effects occurring during
such a range test may have to be reported if they are those
of concern to the Agency and if the information meets the
criteria set forth in Parts V and VI.

In reviewing EPA's Status Reports it appears that
routine screening tests qualify for reporting only if they
demonstrate a significant level of acute toxicity and
involve chemicals to which there is significant exposure.

In 1980 (Status Report B8EHG-0479-0282 8, Januvary 9,
1980), EPA explained that its "interest in receipt of acute
toxicity studies under Section 8(e) is, in general, fairly
limited® but that "under certain circumstances the results
of acute studies can provide resasonable support for a
conclusion of substantial risk."

"Submitters are expectad to consider such factors as
the lethal dose, thae route of administration, occurrence of
unexpected effacts in the animals (obtained via “cage side”

bservations, during n cropsy, and s n), and the extant

VEV-141300
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Limit Test - "Neurotox"
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and pattern of the chemical's exposure (insofar as known to
the submitter). In general, when svaluating such
information under Section 8(e) the greater the acute
toxicity of a compound the less heavily one weighs the
exposure criteria and vice versa."

In the same Status Report EPA has concluded that acute
data dexonstrating “extreme dermal lethality” were
reportable under Section §(e) because of the substance's
potential for exposura.

In another Status Report, EPA stated that data
demonstrating that an R&D chemical wvas "highly toxic" did
not trigger section 8(e) reporting because "acute toxicity
data on R&D chemicals which presumably have very limited
exposure Ao not appear to be sufficient to indicate that the
material poses a substantial risk to health or the
environment.* (Status. Report 8EHQ-0578-0162 8§, June 15,
1978) .

. Thus, it appears that EPA is uninterested in receiving
acute toxicity data under 8(e) unless the effects occur at
extremely low doses and involve compounds with significant
exposure potential or are associated with more serious,
1n:npagi:atinq effects likely to manifest themselves at a
later date.

It should also be noted that in the late 1970's EPA
also wvarned a Chicago based company *hat they were engaging
in *malicious compliance” following the company's submission
of large volumes of acute studies under TSCA 8(e). (NOTE:
THE GROUP WAS UNABLE TO CITE A REFERENCE - ANYONE FAMILIAR
WITH THIS?)

IV. Evaluation Discussion

The study described in Section I should not be submittable
under TSCA 8(e) since:

1. the test was a short term study involving a relatively
high dose and does not constitute a substantial risk (For
example, a 2000 mg/kg oral dose equates to a 40 gran dose
for a 20 kg child or 140 gram dose for a 70 kg adult before
these effects might be seen).

2. the cobservations are relatively common signs reported in
animals stressed by administering large volumes of test

. matarial, as is done in this kind of test. Tharefore, they
do not reasonably support a conclusion of “serious
neurotoxic effects" as outlined by EPA.

3. in limit t sts, if n 1lathality occurs the material
would be classifi 4 as n netoxic (at the dos used in this
exarple DOT, OECD and Japan would classify this material

yEV-141301
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as non-toxic) regardless of the clinical signs and symptoms
obsarvad. Thus, EPA would be receiving information that is
unlikely to be useful since such signs and symptoms lack
significance at large doses. :

4. Because of the relatively high dose, the symptoms
displayed are generally considered to be reflective of
stress on the animal or of “system overload® of the body
rather than manifestations of specific toxicological effects
due to the particular substance studied.

5. Acute toxicity tests are not sensitive enough or
designed to measure neurotoxicity. While signs and symptoms
from exposure.are recorded, thase observations by
technicians are visual evaluations. The study design does
not generally entail handling or manipulation of the animal
to assess the reliability of a subjective visual
observation. The EPA, under FIFRA, has established
neurotoxicity guidelines that are not addressed by acuta
toxicity studies. Under these and other guidelines, there
are specific tests that are conducted to deternmine’
neurotoxicity. These tests typically can include acute
neurotoxicity in hens, behavioral testing (mazes, Skinner
box), righting reflex, startle reflex, pupillary reflex, hot
plate test, etc. The endpoint of acute toxicity testing
(limit, 1L.D50) is death. As such, ligna and symptoms are
gathered to assist the tester in designing additional
studies. While the signs and symptoms outlined in this case
study cannot be ignored, the relevance to "substantial risk"
is not known unless further testing is conducted.

6. If the scenario changed slightly, and some animals aied
but the signs and symptoms remained the same the study would
still not be subaittable as it could be interpreted that the
anirals were woribund (ie: in a dying state) and there would
be no way to assess from the information presented which
animals died and which recovered. .

7. If the route of administration were parenteral (ie: sc,
iv, ip) the study would not be submittable as it is not a
route of potential exposure in the workplace or general
environesant. As such, these routes would not qualify as
routes of high exposure as outlined in EPA's Q&As.

V. Magnitude of Study Type

Linit tests are commonly conducted tests and observations of
non-specific signs of toxicity are commonly observed. 1If
such tests are deenmed submittable EPA is likely to receive
in excess of one hundred thousand studies for evaluation

" from all sectors of industry.

VEV-141302
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Vi. Conclusions

Linit tests in which observations such as lethargy, ataxia
and convulsions are recorded are not reportable under TSCA
8(e) since, according to EPA quidance, "informatian showing
a chemical to be slightly or minimally toxic on an

acuta/subacuta basis is not considered typically to be
reportable.”®
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Human Health Effects Case Study
Acute Toxicity Tests - More than One Dose -~ "Neurotox"
Draft 3 - April 29, 1991

I. Study Specific Information

The purpose of this casae study is to describe the criteria
necessary to assess the reportability of acute toxicity
tasts under TSCA 8(e) that contain various signs and
symptoms that might be indicative of neurotoxicity.

An oral LD50 study is conducted in which animals are given
50, 200, 500, 1000 or 2000 mg/kg. Shortly after dosing
intermittent lethargy, ataxia and convulsions are described
in the 1000 and 2000 mg/Xg groups. Salivation, tremors and
lethargy are described for animals in the 200 and 500 mg/kg
group. No effects were observed at the 50 mg/kg dose group.
All rats die at 2000 mg/kKg. The rest survive.

II. Other Relevant Information
EPA Neurotoxicity Testing Guidelines under FIFRA.
III. Existing EPA Guidance

EPA has published a number of Q&tAs and Status Reports
regarding TSCA 8(e). The following Q&As appeared in an EPA
documant dated July 3, 1989:

Q. What critaria should be used in determining if the
results of acute toxicity studies constitute information
that reasonably supports a conclusion of substantial risk?

A. Criteria used to determine section 8(e) reporting in
the case of acute/subacute findings will depend on the
nature of the effects observed and the dose at which the
effects occurred. For example, information that shows a
tested chemical to be extremely toxic (e.g., causes
lethality at very low doses) by, for example, inhalation,
dermal application, or oral administration should be
reported. On the other hand, the reporting of information
showing a chemical to be moderately toxic will depend on the
degree of actual or potential exposure to the tested
chenical. Information showing a chemical to be slightly or
minimally toxic on an acute/subacute basis is not considered
typically to ba reportable. In addition to extreme
toxicity, certain other serious toxicological effects (e.g.,
neurotoxicity, adverse reproductive system effects) seen in
‘an acute or subacute animal study should be reported under
Section 8(e).

Q. What criteria constitute evidence of reportable
neurotoxicity in animal studies? For example, are

Yl
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reversible effects such as narcosis or effects observed in
the presence of marked systemic toxicity considered
reportable?

A. Typically, neurotoxic effects that are obsarved in
dying animals are not, in and of themselves, considered by
EPA to be reportable under Section 8(e) of TSCA. In many
cases, however, already reportable data regarding extremely
or highly toxiec (lethal) substances will be accompanied by
information concerning observed neurotoxic effects. In
short or long term exposure studies in which serious
neurotoxic signs and symptoms (e.g., convulsions, slesp
induction, motor dysfunction, narcosis, behavioral
dysfunction) are seen in non-moribund animals, however,
specific reporting of the neurotoxic effects should take
place.

EPA's gquidelines also suggest that, while LDS50 and
other acute screening data may often be ocutside the scope of
saction 8(e), thers may be circumstances where reporting is
required. The following comment appears in 43 Fed. Reg.
11114, March 16, 1978, "Statement of Interpretation and
Enforcement Policy":

Comment 14: How are reportable data distinguished from
routine tests including range tests such as LD50's.

Response: This policy statament directs the reporting of
specified effects when unknown to the Administrator. Many
routine tests are based on a knowledge of toxicity
associated with a chemical; unknown effects occurring during
such a range test may have to be reported if they are those
of concern to the Agency and if the information meets the
criteria set forth in Parts Vv and VI.

In reviewing EPA's Status Reports it appears that
routine screening tests qualify for reporting only if they
demonstrate a significant lavel of acute toxicity and

_involve chemicals to which there is significant exposure.

In 1980 (Status Report SEHG-0479-0282 8, January 9,
1980), EPA explained that its "interest in receipt of acute
toxicity studies under Section 8(e) is, in general, fairly
limited® but that "under certain circumstances the results
of acute studies can provide reasonable support for a
conclusion of substantial risk.”

, “Submitters are expected to consider such factors as
the lethal dose, the route of administration, occurrence of
unexpected effects in the animals (obtained via ‘cage side"
observations, during necropsy, and so on), and the extent
and pattern of th chenmical's exp sure (ins far as known to
the submitt r). In g neral, wh n valuating such

VEV-141306
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information under Section 8(e) the greater the acute
toxicity of a compound the less heavily one weighs the
exposure criteria and vice versa."

In the same Status Report EPA has concluded that acute
data demonstrating “extreme dermal lethality" were
reportable under Section 8(e) because of the substance's
potential for exposure.

In another Status Report, EPA stated that data
denmonstrating that an R&D chemical was "highly toxic" did
not trigger section 8(e) reporting because "acute toxicity
data on R&D chemicals which presumably have very limited
exposure do not appear to be sufficient to indicate that the
naterial poses a substantial risk to health or the
environment.¥ (Status Report 8EHQ-0578-0162 8, June 15,
1978).

Thus, it appears that EPA is uninterested in receiving
acuts toxicity data undar 8(e) unless the effects occur at
extrenely low doses and involve compounds with significant
exposure potential or are associated with more serious,
incnpncitnting effects likely to manifest themselves at a

ater date.

It should also be noted that in the late 1970's EPA
also warned a Chicago based company that they were engaging
in "malicious compliance" following the company's submission
of large volumes of acute studies under TSCA 8(e). (NOTE:
THE GROUP WAS UNABLE TO CITE A REFERENCE - ANYONE FAMILIAR
WITH THIS?)

IV. Evaluation Discussion

T?e study described should not be submitted under TSCA 8(e)
since:

1. the obkservations are relatively common signs of dying
animals or from animals stressed by dosing of large volumes
of test material in non-emetic species in this kind of test.
Therefore, it is not possible to determine whether they
reasonably support a conclusion of "serious neurotoxic
effacts® as outlined by EPA.

2. In this specific example, it is not possible to
determine whether one animal or all animals in the dose
groups exhibited this effect and whether the cbservations
persisted for the entire length of the study.

3. Acute toxicity tests are not sensitive enocugh or

- designed to measure neurotoxicity. While signs and symptoms
fr m oxg sure are r ¢ rded, these bservations by
technicians ar visual valuati ns. Th study design do s

vew\“‘am
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not generally entail handling or manipulation of the animal
to assess the raliability of a subjective visual
observation. The EPA, under FIFRA, has established
neurotoxicity quidelines that are not addressed by acute
toxicity studies. Under these and other guidelines, there
are specific tests that are conducted to determine
neurotoxicity. These tests typically can includa acute
neurotoxicity in hens, behavioral testing (mazes, Skinner
box), righting reflex, startle reflex, pupillary reflex, hot
plate test, etc. The endpoint of acute toxicity testing
(limit, LD50) is death. As such, signs and symptons are
gathered to assist the testar in designing additional
studies. While the signs and symptoms outlined in-‘this case
study cannot be ignored, the relevance to “substantial risk"
is not known unless further testing is conducted.

4. If the study wvere conducted as above and the
observations stated "convulsions began on day 2 and
parsisted for the entire length of the study in all
surviving animals at the 200, 500 and 1000 mg/kg dose
levels® the study wvould be submittable as it constitutes a
“serious neurotoxic effect" as described by EPA.

Conversely, if a dose-response relationship was not obsarved
the report would not be submittable.

5. If the study were conducted as above and infoermation
were available to indicate that less than four of ten
animals per group exhibited convulsions, and the results
were seen in one group, the report would not bes submittable
as the signs and symptoms described are not significant.
Conversely, if four or more out of ten animals per group
exhibited these symptoms, or dosa-ralated convilsions vere
noted in several groups in which no deaths occurred, the
report would be submittable.

6. If the doses werse changed to 10, 25, 100, 1000 mg/kg and
convulsions and hind-limb paralysis were observed in a
dose~depandant manner the report would be submittable as it
;ould congtitute a “"serious neurotoxic effect" as described
y EPA.

Conversely, if the signs and s{mptona reported were
salivation, piloerection, lacrimation, ataxia, sleep
induction , miosis/ptosis, chromodacyorrhea, decreased or
increased movement, or any combination of these, and NO
DEATHS OCCURRED, the study would not ba submittable as these
symptons are relatively common in acute toxioity studies and
‘it would not be possible to conclude that these affects
constitute “serious neurotoxic effects" as described by EPA.
Hovever, if deaths occurred and the oral LD50 was reported
as less than 'r qual t 50 mg/kg (4 rmal LDSO less than or
equal to 200 ng/kg and inhalati n LCS0 ) ss than or equal to
20 mg/l), th material would b classifi 4 as extrenely
toxic and should be r p rt 4 as it me ts the criteria

utlin 4 by EPA's QLtAs and Status Reports.
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V. Magnitude of Study Type

Acute toxicity tests are commonly conducted tests and
observations of non-specific signs of toxicity are commonly
observed. If all tests are deemed submittable without
regard to route of exposure or toxic potaential EPA is likely
to receive in axcaess of a hundred thousand of these studies
for evaluation.

VI. Conclusions

1. In general, acute LD50/1LC50 studies in which signs and
symptoms that include ataxia, lethargy and narcosis are not
reportable under TSCA 8(e) as these are relatively common
effects reported in acute studies and their significance
cannot be determined without additional testing.

2. Convulsions and/or hind=-limb paralysis reported in four
of ten animals per group or greater would constitute a
raeporting obligation as these constitute a "serious
neurotoxic effect" as described by EPA.

3. When effects are observed only at the highest dose and
no clear dose-response relationship is estadblished the study
would not be 8(e) reportable.

4. Other signs and symptoms that might be indicative of
neurotoxic effects (eg: salivation, piloerection,
lacrimation, ataxia, sleep induction, miosis/ptosis,
chromodacyorrhea or any combination of thess), are only
reportable if the material is extremely toxic (ie: has an
oral LDS0 of less than or equal to 50 mg/kg; dermal LD50 of
less than or equal to 200 mg/kg; inhalation LC50 of less
than or equal to 20 ng/l).
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1. muedy Ssegific Inforsation

A repeat acute orsl study (uaing rate) was c¢onducted on an
organophosphorue compound and resulted in an acute oral LD30 value of 2
ag/kg. The !Lr,e study on thia compound, using the same strain of ratc,
raported an LDSO of ) wmg/kg, and the results were mubmitted €0 EPA under
TSCA 8(a) based en the high acute toxicity. Clinical signs in both
studies included salivation, lacrimation, incontinence of urine and
feces, twitohing of muscles and decrsased physical activicy, l.s.,

typieal of the clinical signe expected for thie class of chemicals.

1

IX. Qther Balavaat Iaformatian

In light of the chemical claes and the results obtained on structurally

similar materials, these results were coneidered typical and expectad.

111.  Axisving SPA Guidanas

The definicion of “"corroborative* needs to be clarified in discussing
the issue of reperting “expectesd" findings. The only formal guidance of
“correborative adversa effects” are contained in the original TSCA 8(e)

Intarpretation Policy document (March 16, 1978) and suggests that

corroborative studies are NOT reportable. The document, however,

addresses only published literatur and, furthermore, it does not define
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exastly what constitute “"gorroborative” results. Tharefore, it is not
clear how to repert correborative rasults undexr TSCA 8(e), whether

published or not.

Sxaluatias Dissusaien

Alsuation Na, 1v 8Sinee the first study in the above-mantioned scenaric
was submnitted to the RPA under TSCA B8(e), the conclusion is that tha
results of the repeat study ere NOT reportable. This ie because the
effects seen ware entirely expected, were corroborative with the results
af the firat atudy, and were co;nrnd under any reporting obligations by

the submission of the first study.

fisuation No, 2+ We now assume the second study was conducted on the
original compound, But using a different yat strain. The results are
exactly the same as thoae desoribed pravicusly. With this situeticn, we
conclude that tha results of this subsequent study are still Nor
reportable for the same reasons, i.s,, they were expected, were
corroborative with the results of the first study, and were covered by

the submission of the firet study under TSCA 8(e).

situsatien No. 3t We assume that tha second study was conducted on the
original eompound, but mice pather than rats were used. The resulting
LDED value wad 12 mg/kg (ve. 1 myg/kg) but the olinical signs were
gsmtlnt. In thie situation, despite tha different species tested, we
coneluded chat this second report ie still NOT reportable because it

d es not provide new inf rmation and is less toxic than the riginal ret

Page 2 of 4
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results. If the results had been ravessed in this example, L.e., the
LDEC value fer the mouss study was 1 mg/kg ve. 12 mg/k¢ for the rat

study, indiocating a higher degree of sensitivity/susceptibility in the
secend tested spacie, the second study results would be considered for

- poseible reporting under TECA 8(e).

situation No, 4+ We assume that the second study was conductad in the
same strain of rate but was administered dermally. The resultant LD30
value was 40 mg/kg (ve. 1 mg/kg erally) but the c¢linical signs were
similar. 1In this situation, knowledge of the intended/actual uses and
potential exposures would n..d‘to be considered to determine whether the

resuite warrant raporting as a separate TSCA 8(e) submission.

Rituation Mo, B+ If we use the first scenario again, but now assume
that the struocture Of the chamical in the second test was glightly
modified, e.¢g., the addition of a methyl group, we conclude the results
to be sen-veportable since this new chemical is from tha same class of -
chemicals, and the results are still typical, and expected, of this

class of chemioal.

Masnitwda of Study Sxpe

Resulte eonfirming previocusly observed effecta occur fraquentl)y. For
example, even though a single scenario is used here ss an sxample, it
should ba recognised that this concept applies te many different toxic
’ondpolntl. Other examples includa: Izrreversible sye damage resulting

from compounds having high or lew pH values, cancer caused by polycyclic

Page 3 of &

VEV~141313




vI.

aromatic hydrocarbons, positive results from the use of positive control

compounds, pulmonary sensitiszation caused by isocyanates, etc.

Sonoluainn

Rasulte of studies of a corroborative or axpected nature for well
documented endpolntes are NOT reportable under TSCA 8(e) as substantisl
gisk findings. This is because submission of results which corroborate
information whtéh the EPFA has previcusly received doas not add
significantly to the base of new toxicity information, nor does not
reporting theee expected results within the sxpedited timeframe of
Section 8(e) impede the ability of the EPA to adequately regulate these

substances.

yEV-141314
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c Study I. Ski ) Eve Irritats 1 skin Sensitizati

Section Ii Stud {¢ic Ing i

This case study deals with short-term skin and eye irritation studi s
and skin sensitization studies in animals.

Section II: Other Relevant Information

Exposure potential, severity, predictability and reversibility of the
observed effect, and pH of test substance.

s I. III. E . I- : l’

1. The 1978 policy statement and its reporting criteria of
%, ..serious or prolonged incapacitation".

2. Various EPA B8(e) status reports which say skin and eye irritation
and corrosion are not reportable. In these reports, EPA ¢laborated
"sSubmitters are expected to consider such factors as the lethal dose,
r ute of administration, occurrence of unexpected effects in the
amimals (obtained via ’‘cage side’ obsaervations, during necropsy, and
s0 on), and the extent and pattern of the chemical’s exposure
(insofar as known to the submitter). 1In general, when evaluating
such information under Section 8(e), the greater the acute toxicity
of a compong. the less heavily one weighs the exposure citeria and
vice versa.

Section IV: Evaluation Discussion

Th endpoints of skin irritation/corrosion and skin sensitization
usually are not substantial risk information. The information is not
"any pattern of effects or evidence which resonably supports the
conclusion that the chemical substance or mixture can produce canc r,
mutation, birth defects, or toxic effects resulting in death, or

seri us or prolongad incapacitation." Severe skin effects are not
reportable even if wide exposure potential is present unless the
effect is unsuspected.

Eye irritation studies which produce reversible eye effacts or eye
ffects which are irreversible only in the absence of eye washing are

not reportable even if wide exposure potential is present. Unless

th effect is unsuspected, this information is not reportable because

it does not support the conclusion of substantial risk to human

health.

Irreversible eye effects may be reportable if coupled with wide

exposure potential or if the effect is unsuspected. The factors in
sh uld be considered when determining reportability.

VEV-141314
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Section V: Magnitude of Study Type

Eye and skin irritation studies, and skin sensitivity studies are
among the most common type of toxicity testing conducted.
Considering mixture testing as well as studies on neat or industrial
grad chemicals, these studies have probably been run several times
for every chemical that has either been commercialized or to which
there has been a potential for worker exposure.

Section VI: Conglusion

Th endpoints of skin irritation/corrosion and skin sensitization
usually are not substantial risk information. Severe skin effects
ar not reportable even if wide exposure potential is present unless
the ffect is unsuspected. Irreversible eye effects may be

r portable when considered with other relevant information. Other
clinical effects observed in these studies may trigger reporting.

A
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case Study I7, SKin and Eve Irritation and Skin Sensitization

Section I: Srudy Specific Information

This case study deals with short-term skin and eye irritation studies
and skin sensitization studies in animals.

Exposure potential, severity and predictability of observed effect,
and pH of test substance.

. Section 1IT: Existing EPA Guidance

1. The 1978 policy statement and its criteria of "...sericus or
prolonged incapacitation”.

2. Various EPA 8(e) status reports which say skin and eye irritation
and corrosion are not reportable. 1In these status reports, EPA
considered exposure potaential and expected effects of the chemical.

The endpoints of skin and eye irritation/corrosion and skin
sensitization studies are not substantial risk information. They ar
not “any pattern of effects or evidence which resonably supporte the
conclusion that the cherpical substance or mixture can produce cancer,
mutation, birth defects, or toxic effects resulting in death, or
serious or prolonged incapacitation.” Other clinical observations
may trigger reporting especially if the effects observed are
unsuspectad.

Sgction V: Magnitude of Study Typg

Eye and skin irritation studies, and skin gscnsitivity studies are
among the most common type of toxicity testing conducted.
considering mixture testing as well as studies on neat or industrial
grads chemicals, these studies have probably been run several times
for every chemical that has either been commercialized or to which
there has been a potential for worker exposure.

secticon VI; Copclusion

In the absence of other clinical observations which may trigger
reporting, information from skin and eye irritation and skin
sansitizaticn studies is not reportable.
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TSCA 8(¢) CASE STUDY
Subchronic Studiss

Ssction 1: studv Specific Information

A subchronic dermal rogont dose study in rats was conductad
at doses of 0, 100, 300, and 1,000 mg/kg. The chemical
studied is extensively used in consumer products and

xposure €0 the chemical is exclusively dermal. A
statistically signiticant 25% increase in liver weight has
observed at the high dose. A statistically signiticant
incidence of clear signs of l1liver pachology typical of liver
cirrhosis was observed at the mid and high doses. The NOAEL
is 100 mg/kg. .No tumors, effects on reproductive organs or
clear indications of neurotoxicity were observed in the

study.
Section IX: Othex Ralevant Informaticn

Acute and range finding data on the chemical indicate that
it is relatively non~toxic, therefore the high dose chosen
for the subchronic study was the OECD recommended limit of

1 g/kg.
Soction III: Existing EPA guidance

Relevant detinitions for reportable health studies in the
1978 EPA Guidance Docunment are in Section IV, paragraphs
(a) (1) ana (a)(2).

In addition, the Jul{ 3, 1989 EPA guidance states the
tollowing in regard to serious toxic effects observed in a
subchronic study: "includes readily observable seriocus
effects or serious effects seen only as the result of oss
andéor histopathelogical examination. As is the case for
acute subacute toxicity studies, the degree of the observed
toxicity is important. The more serious (or significant)
the observed effect, the less honv11¥ one should consider
actual/potential exposure for reporting and vice vexsa."

Ssction IVi Evaluation DRiscussion

The study may be reportable because of the pathological
£inding directly related to human disease. In order to
determine if the study is reportable, the regulatee should
consider the magnitude of axposure in the population and the
seriousness of the observed effect.

If the exposure to the chemical was sxpected to be less
severe, eg. the uses were industrial or R&D, these findings
may not be reportable because the experimental dose levels
mployed may not indicate an effect sutficiently seriocus
based on the total exposure potential. This follows EPA
guidance which has stated that the degree of toxicity and
xposur - potential should be considered in determining
Secti n 8( ) r portakbility. 1In these cases, these r sults
may not be r portable unl ss they w re bs rved at doses ne
r mor orders £ magnitude lower.

VEV-141320 2




If the same results wers odbtained in an oral study rather
than a dermal study, ths route of experimental exposure and
any information relevant to the actual expected route of
exposure (eg. if the expected or actual exposure is dermal,
is the chemical substance known or expected to be absorbed
throu?h the skin) would also nesed to considered befors
deciding that the study is reportable.

In the svent the liver weight findings were observed in the
absence of concurrent histopatheological findings, the study
would not bs reportable under most exposure scenarios since
thers is a strong likelihood that the observations represent
nly an adaptivs rolgond by the animal to a xenobiotic load.
N n-histopathological findings which are observed in
isolation, such as body weight sffects, organ weight

ffects, ioxcogt reproductive organ effects) changes in a
single clinical chemistry parameter, would not constitute a
r asonable f£inding of a serious effect at any dose. Without
histopathological findings, multiple observations would need
to occur in mnchaniltica11¥ related groups icg. nmultiple
electrolyte changes indicating renal insufficlency) in order
to become "a pattern of effects" which supports a reasonable
finding of a serious effect.

In revievwing subchronic studies, the regulatee may be faced
with deternining whether certain histopathological findings
r grolnnt true toxicological responses or constitute mere
"p onomonology" unigu- © the test animal species.
controvereia oxnmg es which exist today are peroxisome
tormation in the liver and alpha-2-globulin deposition in
the kidneys of male rats. The regulatee should gauge the
scientific consensus of opinion about the nature of the
effect at the time the study needs to be considered for
reporting.

Although true histopathological findings alone may indicate
a serioue effect, eome are more serious than others. The
regulatee may wish to establish a llidin! scale of dosage
levels at which various effects are considered serious.

Section V: Magnitude of Study Typa

Many large companies have hundreds of subacute or subchronic
r peat dose studies. Increases in various organ weights are
ften seen without concurrent histopathol or functional

changes. Criteria are necessary to determine which of the
studles indicate a reasonable finding of substantial risk to
k og Section 8(e) roportina as useful indicator of unusual,
serious findings as opposed to common f£indings not
indicative of substantial risk.

Section VI: conclusicn

Studies where histopathological findings representing
serious toxicological events may be reportable. Other
factors including dose and actual expected exposure must be
xamined to determine if the study supperts a reasonable
£inding of a serious effect. Under most circumstances,
isclated observations in the abs nce £ ¢ ncurr nt pathology
or mechanistically related observations r functi nal
changes, should not be considered f r r porting.
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. CIBA-GEIGY Corporatien C' BA_GE|GY

Asdaley, New York 10802-2099
Telephone 974 478 21N

PACSIMILE TRARSMISSION: (202) 887-1217
April 30, 1991

Kathryn A. Rosica

Chemical Manufacturers Association
2501 M Street, NW

Washington, DC 20037

RE.: Case Study(ies) on Health Effects "Xnown to the
Administrator*

Dear Ms. Rosica:

The group felt there was a need to break this into two case
studies (attached); one for information learned from governnent
agencies or scientific journals/meetings (Case 1) and another
for information previously submitted to either EPA/OTS or EPA/PPO
(Case 2). ‘

Some of the points/argunents made in our Case 2 may overlap
with the Environmental case study regarding "known to the
Administrator."

The blanks for numbers of the various t of submissions
in Case 2 (Magnitude of Study Type) need to filled in yet. I
xpect other member companies will be able to astimate these
Y asconably accurately.

Thanks for your efforts in organizing and directing this
fast=-track, Herculean task.

Sincerely,

Q. battiakn
A. Di Battista -

R qulatory Affairs & Toxic Substances Compliance
TRAC

AD04261a.D0C/dch
Attachmn nts
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A. Di Battista: phone - (914) 479-2776
fax -~ (914) 478-4839

SECTION I: $Study Specific Information

A toxicoloqinthin Company A becoxeg aware of a positive cancer
result (or any serious toxicological effect) for chemical X,
which it manufactures, via one of the following sources:

a) a phone conversation from a National Toxicology Program
(NTP) scientist conducting a biocassay study, which is at
the draft report stage:

b) reading a published report in a well-known, peaer
reviewed, American scientific publication:

¢) a presentation at a national Society of Toxicology (S0T)
neeting or other widely attendad scientific
informational meeting.

SECTION II: Qther Relevant Information

None

SECTION I11/IV: Existing EPA Guidance/Evaluation Diacussion

I a) - No specitic written guidance is available from EPA
regarding obtaining oral information from other
governnent agencies.

EPA is a sister agency of NTP. As a sponsoring or
participating Agency, EPA should receive this information in as
timely a manner as industry personnel. It can therefore be

xpected that the information is known to EPA.

Comment 2. of the 1978 guidance addressed the iasue of
information reported to other government Agencies, and vice
v rsa, as baing unduly burdensome and duplicative. EPA’s
r sponse vas essentially that, when coordination with other
Agencies is successfully completed, the policy statement will be
amended. CMA suggests that, aft r 13 years of TSCA
impl m ntati n, th policy statem nt should be amended t not’
require industry to rep rt studi s that EPA, r s me other
fedaral Agency, is sponsoring or that are publicly available
to anyone.

VEV-141324
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II a) = Saction VII c) of EPA’s 1978 Policy Statement states
that information need not be reported if it has been
published in the scientific literaturs and referenced
b{ the following abstract services ... (six are
listed, including NT18.) Such abstracting, however,
would normally occur well past the 15-d:z deadline.
(It could take 3 to 12 months for such stracts to
actually appear in the literature.) CMA suggests that
the wording in the 1978 guidance be modified by
changing the word "and" to "will be" referenced ... .
Alternatively, the wording can be changed to "...
scientific journals which are routinely referenced by
the following abstracting services... ." This would
resolve the 15-day timing dilemma, which cannot
otherwvise be met, as a practical aatter, as the 1978
guidance now reads. If EPA does not wish to actually
chango or modify the 1978 guidance, the Agency could
merely publish a clarification in the Federal Register
or the new guidance to the effect that what ve are
recommending above is what EPA actually means.

Also, EPA should clarify that "reference by the . . .
abstracting services" means that it is sufficient that the
study be printed in a journal which is routinely abstracted ard
not that the specific information must also be abstracted.

III ¢) = EPA toxicologists, as well as industry toxicologists,
routinely attend Society of Toxicology meetings and
hear the same information at the same tina.
Additiocanlly, they are equally capable of
appreciating the significance of such information.
We know of no written guidance on this issue. CMA
views SOT meetings in the same vein as widely reaq, .
well-known scientific publications and recocmnmends
that EPA exempt induatry from having to soparateli
report such information as being publicly available
information.

Vv - Magnitude of Studv Tvpe

There are many credible and well recognized scientific
3 urnals in the field of toxicology that are (at some point in
time) abstracted into one or mora of the Abstracting Indices.
C llectively, they cover many chemicals and studies. The
situations that have bean discussed previously, therefore, are
quite common and pose a substantial redundant burden on
reporting compliance activities, particularly in view of the
fact that EPA would ultimately acquir acc ss €t th sane
information.

JEV-141325
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VI - conclusion

None of the three examples given above require 8(e) reporting.
If reports are required, much duplicative reporting of publicly
available information will unnecessarily burden both industry
and EPA.

 ~p04261a.D0C/dch
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A. Di Battista: phone - (914) 479-2776
fax - (914) 478-48139

SECTION I: Study Specific Information

Studies or information have preaviously been submitted to
either EPA/OTS or EPA Pesticide Office under:

a) an FYI submission:

b) a Section 4 Test rule:

¢c) Section 8(d):

d) a PMN; .

e) a S5(e) consent order:; o

f) a FIFRA registration for R&D pesticides.

SECTION II: Qther Relevant Information

None

SECTION III: [Existing EPA Guidance

The 1978 policy statement does not specifically address any of
the above examples except the straightforward case vhere
significant adverse effects information is obtained on an R&D
pesticide after an application for an Experimental Use Pernit or
FIFR? :;qistration is filed. In such cases, no 8(e) notice is
reqguired. '

Question 20 of BPA’s Q&A sunnary document following its May 5,
1987 Seminar on Industry Obligations under TSCA addresses the
relationship between TSCA Section 8(c) reporting and the
reporting of results of studies (1) required to be conductad
undar Sections 4 or 5 of TSCA, or (2) “listed® under Section 8(4Q)

£ TSCA. Essentially, the answer stipulates that "Section 8(e)
r porting, in these cases, typically occurs when a Section 8(e)
bfzgation is incurred before reporting of a study is required
under Section 4, 5, or 8(d). 1If other required reporting occurs

b fore or coincidental with incurring a Section 8(e)

r quirement, the study does not have to be submitted to the 8(e)
4 cket. The purpose of this exemption is not to change
substantially the 8(e) obligation, but merely t avoid r quiring
duplicative rep rting, except wh re tineliness consid rations

b come paramount."”
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There is no written guidance (to my knowledge) regarding the
subrission of 8(e) information as PYI.

SECTION IV: Evaluation Discussion

There are at least two separata issues here: a) whether
information can be submitted under any of the above authorities
in lieu of an 8(e) submission and b) vhether information
previously (i.e., already) submitted under any of the above
exanples is "known to the Adainistrator.® The first issue deals
primarily with the issue of timeliness while the second one
deals with whether "such person has actual knowledge that the
Adnministrator has been adequately informed of such information."

We are concerned in this case study primarily with information
that has already been submitted to BPA, particularly for
purposes of auditing under the 8(e) CAP program. CMA believes
that information that has already been submitted should be

X mpt from auditing and 8(e) reporting under the CAP and would
fulfill any 8(e) reporting requirements. However, for future
reporting purposes, CMA balieves that certain types of
submissions would not fulfill 8(e) reporting requirenents.

a) An FYI submission would not satisfy an 8(e) reporting
obligation. It is a voluntary submission and may not b
revieved on a timely enough basis by the Agency
receiving it. However, for the purpeses of the CAP, ve
believe any previous FYI submissions submitted to EPA
should be viewed as "known to the Administrator® and not
be required to be resubmitted under the 8(e) CAP. The
issue of timeliness is moot at this point.

Information being developed under a Section 4 test rule
is patently under the direction and control of EPA. The
Agency sets the requirements by rule or consent order
agresment of wvhen and how often (interim) results are to
be reported. Since the information is being developed
in concert with the appropriate EPA office, -both the
issue of "tineliness” and "known to the Administrator"
should be viewed by EPA as requirements that are met in
this case. A 13-day deadline should not be required
here since the information will be going directly to th
EPA office that has responsibility gor acting upon the
study information.

CMA views Health and Safety Studies submitted under
mandatory reporting requirements of Section 8(4) as
fulfrilling 8( ) r porting bligati ns. Since BPA is n t
involved in th procass, exc pt at the receiving nd,
and it ould take up to 60 days from Fed ral Regist r
listing £ r EPA to gaet the studies, wa believ , in th.s
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case, that requiring a 15-day deadline (and identifying
the information as 8(e)) is ag:ropriate. For 8(e) CAP
reporting purposes, hovever, ¢ timeliness issue is
moot and any studies previously submitted under Section
8(d) should be viewed by EPA as "known to the
Administrator.*

For PMN submissions, our arguments are similar to those
for 8(d) reports. Although all health and safety
studies carried out by or known to the submitter are
required to be reported with any PMN submission, EPA has
no control over when the submission is made and how nuch
earlier the potential 8(e) information was obtained.

PMN submissions therefore would not satisfy 8(e)
reporting obligations unlass the information was
submitted timely, i.e., within 15 working days (and
identified as potential 8(e) information?) Again, for
8(e) CAP rnportin? purposes, the timeliness issue is
moot and any studies previously submitted in a PMN
should be vieved by EFPA as “"known to the Administrator."

Toxicity information developed under a 5(e) consent
order is developed with EPA’s knowledge and direction.
Whatever rcguircn.ntl the consent order stipulates
regarding timing and subnission of test results should
be sufficient for EPA’s purposes. A 15-day deadline is
unnecessary for reports submitted under 5(e) Consent
Orders since EPA is already plugged into the process.
Any reports, either in the past or in the future,
subnitted as a consequence of a 5(e) consent order
therefore should be desmed to be "known to the
Administrator.®

TSCA exempts pesticides from the Act and Section 8(e)
reporting. R&D pesticides, prior to filing of an
Exparimental Use Permit or FIFRA Registration, are
regulated under TSCA. Because of unclear guidance in
the past, certain studies on R&D pesticides may not hav
been 8(e) reported. Subsequently, some of these RiD
pesticides have been registered under FIFRA and all the
studies have been submitted with this registration to
EPA’s Office of Pesticide Programs. Since EPA now
actually has all these reports, the ones carried out
while the now registered pesticides were in the R&D
stage (and subject to TSCA) should be viewed by EPA/OTS
as being "known to the Administrator." CQnuoguontly,
such studies should not be required to be audited and
possibly submitted under the 8(e) CAP. To do otherwise
w uld be duplicative r porting and t tally unnec ssary
in CMA‘/s vi w,
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SECTION V: Magnitude of Study Type

CMA expects there would be a gignificant number of thesa types
of studies that are already "known to the Adainistrator." an
approximate number of the various types of submissions already
mad to EPA is indicated below. It is likely that some 8(e)

r p rtable studies would be included among then.

a) FYI Submissions

b) SQcEion ‘(g;lthkui.li studies submitted

c) Section 8 chemicals, ________ health and safet
studies submitted Y

d) PMNs

) — .. S5(e) Consent Orders

1) Experimental Use Parmits and FIFRA

registrations

With respect to R&D pesticides, one major chemical company
alone filed several hundred registrations under FIFRA.

By improving internal communications within EPA, a significant
burden could be lifted from the Agency and from industry due to
linination of duplicate reporting requirsments.

SECTION VI: cConcluaion

In those areas, such as Section 4 test rules or Consant Order
Agreenents and 5(e) Consent Orders, where EPA is directly
involved in and aware of the type of testing being conducted,
the 15~day reporting requirement should be waived. Whatever
timing requirements are set by EPA’s rule or consent order
agreements should suffice. Any studies submitted in these two

r as would be deamed to be "known to the Administrator.”

In the areas of ryl and PMN submissions, the 1%5-day reporting
Y quirement should be maintained for future reporting. For
retroactive enforcement and 8(e) CAP reporting purposes,
however, such previouslv reported studies should now be
considered to be "known to the Administrator.®

Studies on R&D pesticides, which have subsequently been FIFRA

registered (or an RUP has been filed), are "known to the
Administrator” and do not hava to be addressed in the 8(e) CAP.

ADO4261a.DOC/dach

VEV-141330




CASE DY B
Sensus | PMM%NL,

Meapactahmn




CASE STUDY TO DXPLORE THE DETERMINATION
OF *SENOUS OR PROLONGED INCAPACTTATION"
AEGARDING HUMAN HEALTH BFFECTS

Swudy Seecific information
The Qooupsational Madiaine unit of 8 manufaciurer bacomes wire of the following information:

" & manufasturing enviconmant, 18 chemical eparators, all working in the same chemioal operation were the subjecta
of madical surveliianes insluding colisction of a bisad profile.

Notabie findings included:
BUN - 0% above nomal (ne 1)
aar - 20% abeve normal (n«3)
< v) SR 40% above Aormal (hed)
PFEVY - marginally (10%) iower than predicad (ne2)

Oepressad propricoeption Feot) and vidvraiory senastion (knee and anide) - fre 1)

Cther Betavart nformgtien

Several of the chemicels used in the process are on the TACA nventory. Occupational exposure levels lor several are below
sstablished acceptable iimits. Several of thess charniosls.we known to praduce liver injury to rodents in repeated doss toxicity
studies by the oral of Inhalation routes, but only &t sxpenmental levels tar in excass of the cccupational standarda. Nane of
these chemicals e imown 15 producs human liver or kidnay effects. One chamical s a human puimonary allergen. Empioyes
alcohe! and drug Intake were reportad as negative in the faw days prior 10 the testa. Nons of the individuals were known o
have dlabeten. None of the chemioals are known 0 produce naurotoxicity in humane or animals.

Exinting EPA Quidance

The Mareh, 1978 Pelicy Stsement/Quidence Dasumaent indieates that information should be reporied ¥ "%t is posaibils that
afects lesa serious ian e destribed in Pant Via) may be preliminary manifasiations of the more aarious effects and,
together with another pisce of Wriggernag of information.”

The foliowing status repena indicste that R Is “not compietely clear that the information provided...ls of the typs required for
submission...under Saction 8(e)," aven t the Ageney regarding the submission of case studies and medical surveitance data:
SEHO-0308-08008; SEHOO700-0012: SEHOOM00-08228: SEHO-O788-0811; SEHO-0187.0881.

Furthe! guidance has been given in the 1978 O & A statements jssusd by the Agency Indicating a dependence upon evidencs
“srongly impilcating 0ne {er a fow shamiosls)® bit withaut defining “strongly Implioating.”

Byaluation Discuasion

I the $9ecii0 study described sbove, there haa Been no cliniesl determinstion of causation regarding any of thess findings.
Purther study of each sflect would appear 10 be wasraried before reaching & thrashold of reportabiity. :

8) mmmmwblemngmdmmethm
. previeve evidense of renal faxioity associated with any of the process charniaals.

") The Rver engyme parametive are on the high side of the sxpectsd range but Wil within the norm.  Further, the animal
woujoity studios provide no reasonable guldancs in that liver sffects were only ssen &t viry Ngh doss levels with a wide
margin of eafely 19 the senfumed ocoupasional levele the markers have been expoasd .

) The FEVH values we only manginally decrensed and not conslsient with post evidence of dose response {1.e., far lower
than tha NOEL) seen for & human resplratory aliergen used in the prosess.

d) The singuier incidence of 8 neurciagical disorder is of little diagnastic value without further confimatory svalustions or
comelation 10 & eonfirmed humen newrotaxin,

Vﬁy_xnxaﬁi
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fven ¥ ene of thete “subsiinisal® findinge was deterthined 1o be reiated 10 chamiosl exposure, such finding would net be

Judged, % aiest 8 "Serisus or pralonged insapacitation” of the smployes and ¥wi would need only be listed under ssetion Bic)
and not flad under sevlion 8is).

Maanhuda of the Shaty Tvoe

intormetion sush aa This o not normaily sonsidersd & rua shudy, but ofen & SN0 POt or survailisnce roview. Rt is selimated
that Herally hundrede of thousands if not misions of such findings sre made anuaily by the U.S. Qooupational Mealth
Professionals. Thus, the cancept of “prelminary maniestations of the more serious sieon® sould lead 10 enOIMMOUS reporing
sensaduences withaut slear guidante.

Congiusicn

The indermation of this type ie not judged 10 provics reasonabis assurancs that a chemis) oan be swangly implicaied & W
oausation and thus we judged not 10 be reportable under Section B(e).

Sven ¥ determined 10 be oausally related 10 chamieal sxposure, we G0 NOt beleve 1hete effects should reasonably be

considersd in the conext of serious (.6., loss of argan function) ar prolanged incapacitation §.6., serious impalment) and thus
would not require TECA B{e) submission.

Aprit 30, 1991
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CASE STUDY TO EXPLORE THE DETERMINATION OF
"WIDESPREAD DISTRIBUTION IN ENVIRONMENTAL MEDIA"

Study Specific Information

The manufacturer of a volatile liquid chemical substance, which is a
known human c¢carcinogen, becomes aware of the following information:

At multiple sites throughout the United States and with various

own rships, the chemical substance is stored in storage tanks. All of
the tanks are vented to the atmosphere., Emissions into the air have
not been measured, but have been calculated using a model. At one of
the sites, the owner of a nearby, off-site well monitoring groundwater
determines that the well is contaminated with the same chemical
substance. However, monitoring wells on the customer's site are not
contaminated with the chemical substance. A soil boring sample from
the area immediately adjacent to that particular tank shows the
presence of the chemical substance at high levels in the soil.

Qthexr Relavant Information

The hydrogeology of the area is not known. Therefore, the
manufacturer has not determined that the contamination in the neasrby
well is due to the same source as the contamination in the soil near
the tank. There has been no affect upon the vegetation on any
surrounding property not owned by the site-owner. Technology exists
to ¢ mpletely remediate the small area of soll contamination. The
manufacturer is not aware of similar circumstances at other sites.

Existing EPA Guidance

The March, 1978 Policy Statement/Guidance Document states information
must be reported when there is "“([w]idespread and previously
unsuspected distribution in environmental media, as indicated in
atudies.,”

Status Reports indicate that contamination of groundwater and soil is
information which EPA believes may be reportable under TSCA § 8(e):
8EHQ-0487~0662, OEHQ-1088-0759, 8EHQ-1177-~0013, BERQ-0178-0037.

Additionally, in Status Report 8EHQ-1182-0466, EPA states that
*releages of less than the reportable quantity of a (chemical
subatance] should be considerad for reporting pursuant to Section 8 (e)
£ TSCA."

The March 1985 issue of Chemicals In Progress, issued by EPA, stated
that groundwater is considered a part of the environmental media. EPA
restates the 1978 guidance in the July, 1986 Q&A.

Evaluation Diacuaaion

There is no indication of human exposure. Therefore, the information
would be reportable only as an environmental effect, if at all., To be
reportable as an environmental effect, the manufacturer must considex
wh ther the distributi n in the environmental media is "widespread"
(provid d other criteria are met).

In determining whether the distribution is “widespread," four criteria
should b consider d: 1) Whether the distribution is due to a singl
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point source, or multiple point sources which are over a lazge
geographic area; 2) Whether the distribution is manageable (or
containable) by known and available technology; 3) wWhether the
distribution extends beyond the property owned by the manufacturer,
distributor or processor considering the information; and 4) Whether
the extent of the distribution is known from actual data or is

pr dicted/suspected based upon modeling or assumptions.

Here, distribution is described at only one location, although there
are multiple potential point sources. Soil contamination is limited
to an area immediately adjacent to the storage tank, This soil could
be r moved and disposed of using available technology. The air
emissions are not known from actual data, but are based upon
assumptions and modeling. The contamination in the nearby well has
not been shown to be due to the tank; on-site monitoring wells
indicate no contamination. This indicates the groundwater has not
been atfected by the tank and that the distribution is contained
within a small area, on the property of the customer. Under these
¢circumstances, the information would not be considered "widespread"
for purposes of TSCA § 8(e). The distributions in groundwater and
soil appear to be very localized. The distribution in air i{s unknown
b cause actual data do not exist.

The chemical substance here is a known human carcinogen; however,
toxicity should be considered only after a determination of
“widespread.” Thus, this determination as to whether the distribution
is widespread would not change if the compound were innocuous. The
distribution (or potential distribution) described exists on a site(s)
owned by a customer(s) of the manufacturer. However, due to the
localized nature of this distribution, the result would not have been
different if the distribution had been on property owned by the
manufacturer.

Magpitude of Study Type

Information such as this i3 gathered through monitoring required by
various permitting agencies, as well as through self-initiated

inv stigations. Examples of common gathering of this information
would be the gascline stations and other underground storage tank
facilities around the nation; above-ground tank areas; soil, water and
air sampling at manufacturing sites; and landfills ("appropriate

disp sal facilities"™ and otherwise). It i3 estimated that perhaps
mor than 280,000 such bits of information are known in industry. The
r porting of this information would result in the dilution of
significance for reports under TSCA § 8(e). Further, these matters
are managed as required under other statutes regulating air, water,
and waste handling.

Senclusion

For the reasons given above, the information of this type does not
satisfy the four considerations listed above relevant to determining
whether distribution in environmental media i{s "widespread."
Therefore, consideration of oth r criteria for reporting potential
environmental eff cts under TSCA § 6(e) are not nec ssary. This
Specific Study has not addressed any potential human health
considerations.
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Whether contamination is "previously unsuspected” will not, of itself, trigger TSCA 8(e)
reporting. Other factors (including, for example, a determination that the contamination is
"widespread") must also be present to reasonably support ¢ conclusion of "substantial risk” so as
to trigger an 8(e) report. ‘

, |
At 2 1600 acre plant site used for various industrial purpos:es over a period of years, soil and
groundwater monitoring confirm the presane of an oxygenated organic solvent in an area where
this chemical was known by the site own#r/opmtor to have been manufactured (used or stored).
Because this contamination is proximaicl! related to the site use-history, the test boring and
groundwater results obtained by the owner/operator are not "pteviously unsuspected” for TSCA

8(c) purposes. : |

}

! !
In contrast, monitoring well and soil borings a mile away st th:e same site confirm the presence
of the same oxygenated organic solvent ig the site soil and groundwater. The site
owner/operator has no reason to believe that the oxygenated ofganic solvent was manufactured
(used or stored) at this other area. Available information does not support a conclusion that the
contaminated areas are related, (ie, either pesulted from the same spill/release or represent
migration of the solvent from one area of the site to the other). Because of this, the confirmed
contamination at the second area is "previously unsuSpectcf.l" for TSCA 8(e) purposes.
Existing EPA guldance
TSCA Section 8(c) does not use the phrase, “previously unsuspected”. The 1978 EPA Policy
Statement is the ‘origin of this phrase but does not interpret or define it. However, in
implementing RCRA, Congress and the EPA presume that industrial properties are
contaminated; that contamination will be identified and remedied while the site is still operating.
Illustrative of this presumption is the broad range of "corrective action” requirements under
RCRA Section 3004(u). CMA believes tt\at whether contamination is "previously unsuspected”
under TSCA §(e) depends on whether the contamination occurs at a location where
contamination can be presumed because o}chemicll usage (sitf history) or whether

contamination occurs in a location where fo such presumption can reasonably be made. Factors
that should be cofnsiiered by the site owner/operator include: (1) site history (ie, the
manufacture, storagé, or use of a particulaf chemical at a pdrticular site Jocation); (2)
'knowledge of the cdntaminating chemicals’ migration and/or degradation potential in a

A A 0 O o vt BN 0. 0.

where contamination is found present.
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nated (pristine) or which imposes an "actual

An EPA interpfeut:ion of the term 'pre'\;ijc“hsly un;uspectea” which presumes that (current or

knowledge” stapdard by either the EPA
and unworkable cox‘hpliance standard.
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\dministrator or EPA-OTS would be an unreasonable
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Environmental Case Study - Xxaown to the Adminjistrator
Draft 3 - 4/30/91

Section I: Study gpecific Informatiopn

This case will focus on information that we feel is "kxnown to
the administrateor.”

A typical V.S industrial site which makes, uses or stores
chemicals for disposal will, on a AQaily basiz, be required to
comply with a host of state and Federal requirements, many of which
require that environmental data/reports will be generated and
ejither retained for inspection or submitted to the governnental
agency having primacy. In some cases thigs will be the EPA
(Headquarters od Region); however, in other cases this will be a
state or local agency acting under a (a grant of) federal
authority. Federal programs that regquire the generation of data
include CWA, FIFRA, RCRA, TSCA, SARA/CERCLA, CAA, Safe Drinking
Wat r Act, and Marine Protection Research and Sanctuaries Act. The
purpose of such programs is to identify environmental concaerns and
to take action to remediate them in a timely manner. Thesa
programs have their own reporting regquirements and enforcement
proc dures associated with them. The goals of thase other prograns
are consistent with TSCA section 8(e) in that they are designed so
that EPA may receive information enabling it to determine if
further action is needed to protect human health and/or the
environment. Therefore, there is an overlap in the
respongiblilities of TSCA 8(e) and these other Federal programs.

Section II: Other Relevant Information

Since the implementation of TSCA 8(e) in 1977, the EPA has
dev loped numercous databases and tracking systems that enable the
Agency to share data among its federal offices and between the
states. Some examples include the Toxic Release Inventory under
SARA Title IXIX, IRIS, the Discharge Monitoring Report Inventory
under CWA and others.

With the proliferation of environmental laws and regulations,
section VII(bD)(1) and (2) of the 1978 TSCA 8(e) "statement of
interpretation and enforcement policy"™ (43 FR 11110-16) is now
obsolete, duplicative and unnecessary.

Section JIX: Existing EPA Guidance

The current guidance is outlined in EPA’s 1978 TSCA 8(e)
"statement of interpretation and enforcement policy, section VII.™
Included in that document is the following:

"Comment 21: Information exchange systems with oth r Fed ral
agencies should » imm diately stablished so that r spondents
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n ed not report to EPA information already reported to other
Agencies, and vice versa. Such duplicative reports are unduly
burdensone.

Response: EPA is coordinating this program with other
agencies now. When the coordination is successfully
¢ npleted, the policy statement will be amended to exempt from
the reporting requirement information that has been submitted
to other specified agancies. In the meantime, substantial-
risk information must be reported directly to EPA; such a
report doas not discharge any reporting obligation to other
agencies.”

It appears that the amendmant of that policy is long overdue.

FPA has, in the past (e.g. March 1985 Chenicals-In Progress
Bulletin and EPA Status Report S8EHQ-1182-0466, January 4, 1983),
advised reporting companies that submission of information to the
Ag ncy under other EPA prograns satisfies any TSCA 8(e) notice so
that unnecessary duplicative reporting to EPA-OTS is avoided.

{Mote: For the sake of brevity, I have removed the detailed
discussion from the above cited guidance. They are attached
if the group feels that they are needed.)

gection IV: Evaluation Discussion

The following are ;xamplas of activities that may generate
information reportable under section 8(e) of TSCA but which is
pr vided to the EPA under other regulations:

1. Under RCRA corrective action program, facilities are required
to investigate spills, leaks, and releasaes to the environmant
at their plant. Corrective measures need to be developed, and
remediation measures and actions undertaken in a timely manner
under RCRA. For example, contanminants from a plant or .
disposal site have contaminated a drinking water source (e.g.
drinking water aguifer or surface water) and concentrations
are above acceptable health based levels. Humans may or may
not be currently using the water for drinking and other
household use. Data are provided to EPA in monthly reports
per an approved workplan developed under CERCLA/SARA or RCRA,
‘ngid‘:i such is typically reported within 30 dJdays of
validation.

Under NPDES, program reporting can be weekly, menthly, yearly
or once every two years depending on the parameter and test.
Data are provided directly to EPA in certain states; in NPDES
dalegated states the data are provided to the state (which
administers the program in lieu of EPA).

Using the guidance provided by EPA as outlined above, these
data should nt b r prtd to EPA’s Offic of Toxic Substances
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under TSCA 8(e). Based on these EPA communications, it is felt
that it is the intent of the Agency to minimize duplicative
communications and that data already submitted to other Federal
agencies in a tinmely manner should be "known to the Administrator."
As such, it should not be necessary to identify these data as TSCA
8( ) nor should it be necessary to submit these data within the 15«
day time linit as specified under TSCA 8(e).

Section V: Nagnitude of study Tvpe

The following are estimates of the number of plants and/or sites
that generate environmental data which could require audits under
CAP:

15000 POTWs and 45,000 direct discharges;

10,000 RCRA Corrective Actions;

1200 Federal CERCLA sites; and unknown number of state
"Superfunda" sites; _

unknown number of state corrective actions; UST
renediations.

There are tens of thousands of reporting opportunities that
fall under the auspices of the various EPA sections. The task of
reviewing such studies would be enormous, redundant, repetitiva,
and quite probably counterproductive to the needs of the Agency.

gSection VI: conglusien .

In conclusion, environmental studies, reports of accidents,
r p rts of spills or releases to the NRC and fish kills that are
submitted to other offices or agencies with authority to administer
& F d ral program (ie: state agencies and some local POTW’s) of the
EPA should not be reported to EPA’s Office of Toxic Substances
und r 8(e) if they are provided in a timely manner as required by
othar EPA environmental regulations. 1In addition, submissions to
state or local agencies that are eithar required to be submitted or
are voluntarily submitted to the EPA should be exempt fronm
subnission under 8(e). Therefore, the regquirements specified in
secti n VII (b)(1) and (2) of the 1978 TSCA 8(e) "statement of
interpretation and enforcement policy" should not apply.
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1. EPA Maroch 1983 Chemicals-In-Progress Pulletin

Stated that "information need not be submitted under Section 8(e)
if th information has already been reported to EPA pursuant ¢to a
nandatory reporting provision of another authority administered by
EPA..." The Bulletin does not refer to the need to identity
subnission under othar laws as "Section 8(e) notices" or the need
to report within the TSCA 8(e) 15-day time limit.

2. EPA Status Report SEEQ-1182-0466, January 4, 1983

In describing the relationship between the release notification
requirements in Section 103 of CERCLA and section 8(e), EPA noted
that emergency incidents of envirommental contamination need not be
reported under section 8(e) "if the information has already been
formally reported to EPA pursuant to nandatory requirements
contained in other authorities....". EPA then indicated that
"chemical releasa-related reporting requirenents contained in such
ther authorities are, for the most part, triggered by incidents
involving releases of specified amounts (i.a., reportable
quantities (RQs) of specific (i.e., listed chemical substances)).
In those cases involvin? & release of less than a reportable
quantity of a listed chemical or a release of a chenmical not listed
in such other authorities, companies should consider the need for
reporting pursuant to section 8(e) of TSCA. EPA concluded that
secti n 8(e) notification was unnecessary because, "(1) the duPont
chl rine gas release involved a release of a reportable quantity of
a listed chemical substance, and (2) the incident was immediately
reported by the company t© EPA pursuant to the notification
provisions of CERCLA.
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Study Specific Information

The

of this case history development is to describe the criteria necessary to

assess the reportability of environmental effects uader 8(e).
Case Saudy

Q:

Companies conduct routine environmental toxicity studies (i.c, aquatic)
typically run for product bazard evaluation. These studies only represent the
toxicity of the product and not use or exposuze patterns, These studies can
at best represent hazard if spilled during transport. These studies do not
include information on the degradation, half-life, or chemical reaction
potential.  Similarly, end of pipe eaovirommental bioassays are run for
compliance with state permitting programs.

Environmental toxicity studies alone do not qualify as an 8(e) report. As EPA
said in its 1978 Statement of Interpretation, exposure is the other necessary
consideradon. End of pipe bioassays like industrial hygiene monitoring only
demonstrate compliance with permit regulations and is not reportable.

* A Substance "X" is found at trace levels exclusively in the soil or ground water

of the facility. After further evaluation, it is later detected at trace levels
downstream from the facility, This styeam feeds a larger waterway. The
toxicity of Substance "X" is unknown, but toxicty data is available for & similar
substance which has an established federal water quality criteria. Substance
"X" in the waterway is detected at levels below the federal water quality

- criteria for the similar substance. The similar compound is highly toxic.

Substance °*X" does not bioaccurmulate or there is po data to confirm
bioaccumulation and no non-trivial adverse effects are recognized to any flora

or fauna in the stream containing the compound.

This is not a substantizl risk notice since the evaluation of both the toxicity
and exposure demonstrate no substantizl risk. If Substance "X" is toxie st
levels found in the waterway and the substance bioaccummlates and/or causes
non-trivial adverse effects to flora or fauna, reporting would be required.

A compound contalning a known animal carcinogen is released into a public
water source, its presence is detected in surface water beyond your
operating site. Its detection level is above the acceptable federal levels set for

drinking water.
Since this compound would demonstrate potential human risk, reporting under

8(e) would be required. If the level detected in the drinking water source is
below the acceptable federal levels set for drinking water standards, then

reporting is not required.
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M Exsing EPA Guidance

In EPA's 1978 Policy Statement Part V (b) environmental effects of any non-trivial
adverse effect, previously unknown to the Administrator, kmown to bave a
pronounced bioaccumuladon and to be widespread and previously unsuspected
distribution in eavironmental media, or (¢) emergency incidents of environmental
contamination require notice to the Administrator. EPA states that environmental
effects must also involve the potential for significant levels of exposure.

It is clear that environmental effects alone or 2 compounds presence does not require
reporting under 8(e¢). The envirommental effects and exposure must both be
considered.

V. Magnitude of Study Type

Thousands of environmenmntal effect smdies are conducted yearly. This information
itself does not assess environmental exposure as required in the 1978 Statement of
Interpretation, and assessment of e:mmnmentnl effects is futile without evaluation
of exposures.

VL Conclusion

Toxicity data or the presence of 4 compound in eavironmental media is insufficient
to warrant 8(e) reporting. The degree of exposure and effect to environmental
species must be evaluated and both mmst be present to require reporting. If the
exposure from contaminaton causes serious threat to humans, then reporting is
required.

John J. Kasper/Nalco Chemical
(708) 305-145¢ FAX (708) 305-2986
IIR004.23 Rav. 43091
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L Sudy Specific Information

The purpose of this case history development is to describe the criteria necessary o
assess the reportability of environmenta! effects under 8(c).

O Case Study

Q:  Companies couduct routine environmental toxicity studies (Le, aquatic)
typically run for product bazard evalnation, These studies oaly represent the
toxicity of the prodnet and not use or exposure patiorns.  These studies can

/Wm spilicd durlug trunsport, These studies do not
Mﬁg-:f“ ude informaic : d;w:hn. haltlifs, or chemical resction
potentit ¥, dnd of suviroumental, biosssays are run for
compliance with state permitting programs. " marmelion Yoricity

O A:  Environmemutal todeity studles alane do oot qualify as an 8(e) report. As EPA
said in its 1978 Statement of Interpretation, exposurs is the other necessary
conslderation. End of pipe bi industrial bygiene monimrzgnly
demonstrate compliance with guladons and is not reportable:

Q:  ASubstance "X is found at trace levels axclusively in the sofl or ground water

of the fecllity. After further evaluadon, it is lster detected at trace levels

o Aside ﬁ dowastraam.rom the facility. This stream feeds s larger watarway. The
toxicity of Substance *X" i unknown, but toxicity data is available for a similar

substance which has an established federal water quality criteria. Substance

X" in the waterway is detected at levels below the federal water quality

criteria for the simflar substance. The simflar compound is highly todc.

Substance “X" does not bloaccumulate or thers is no data to conflrm
bicaccummulation and 1o non-trivial adverse effects are recognized to any flors

or fauna in e sream containing the compound.

A:  This is not & substantial risk notice since the evaluation of both the taxicity
and exposure demonstrate no substamial risk. If Substance "X" is toxie at
levels found in the waterway and the substance blosccanmlates and/or causes
non-uivial adverse effects to flora or fauna, reporting would be required.

Q  Acompound a known animal carcinogen is released into a public
drinking water source, its presence i3 detocted in surface water your
operazing site. Its detoction level Is above the acceptable federal levels set for
drinking water.

A:  Since this cumpound would demonstrats potential human risk, reporting under
8(e) would be required. If the level detacted in the drinking water source is
below the acceptable federal lavels set for drinking water standards, then

reporting is not required. VEV-141350
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OL  Exsing EPA Guidance

1o EPA’s 1978 Policy Statoment Part V (b) savironmental effects of any non-trivial
advemeﬁec;proﬁuulyunhuwnwthemmmr,knmwhwu
pronounced biocaccurmulstion and to be widespread and uasuspected
dimibnuoninenvkonmonulmdb,or(c)emorganqinddennofenvkonmm
contaminstion require sotice 10 the Administrator. EPA states that eavironmentsl
effects must also involve the potential for significant levels of exposure.

Itkdmﬁuenﬂonmmtﬂeﬁomdnmoam&pmmdo«muoqﬂre
repor::g.d.under 8(e). The environmental offects and exposure must both be

[+ 4)

V. Magnitude of Study Type !

Thousands of cmifonmemal effect studies are conducted yarly. This information
itself does not assess environmental exposure as required in the 1978 Statement of
Interpretation, and assessment of epvironmental effects is futile without evaluation

of cxposures.
VL  Concion ({ey
Toziclty duta or the presence of a compound in envtronmenul insuffcient

to warrant 8(e) reporting. The degreo of exposure and effect to emviropmental
species must be evaluated and both must be present to require reporting. If the
exposure from contamination causes serious threat to humans, thea reporting is
required,

John J. Kasper/Naleo Chemical Conpany
(708) 305-1454 FAX (708) 305-2986
J99004.33 Ruow. 43001
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Proposition €3 (Water Case Btudy)

Section I. Study Specific Information

Proposition 65 is a cCalifornia law that requires that
individuals be warned prior to being exposed to carcinogens or
reproductive toxins above the "no significant risk level (NSR)."

Proposition 65 also prohibits the discharge of any listed
carcinogen or reproductive toxin in an amount above the NSR to any
drinking water or source of drinking water. The NSR level has been
established as one in 100,000 for carcinogens and 1/1000 of the No
Observable Effect level (NOEL) for reproductive toxins.

Alr dispersion modelling using the standard ISCST model of
these air emissions predicts ground level concentration at specific ‘
distances radiating <from ¢the enmission source. The air
¢ ncentrations of chemicals are converted to cancer risk by
multiplying the air concentrations by the unit cancer risk factor
established for the carcinogen by EFA or the California Department
of Health S8ervices. For some chenicals which are emitted as
particulates, multipathway risk assessment must also be conducted
because these particulates will eventually be deposited on land,
a water body, or a “source of drinking water." Guidance from EPA
is requested regarding the modelling of these particulates which
fall on "sources of drinking water."

section II. Other Relevant Information

virtually all the land and all the waters in the state o?f
California, with exception of the Salton Sea and the Pacific Ocean,
have been defined as "sources of drinking water.” This has
resulted in reports vhich describe the potential contamination o2
a dry cresk bed (in many cases, dry for this century) or flood
control plain as contamination of "drinking water sources". There
are no provisions in California regqulations dealing with whether
or nt a "drinking water source" could actually be used tor
drinking water.

Tor several carcinogens, i.a. benzene, hexavalent chromium,
and wethylens chloride, the unit risk factors are approximately 10
fold higher in California than in other states which use the EPA
unit risk factors. In addition, the NSR level for thoroughly
d cumented reproductive toxins (such as lead) is 1/1000 of the
NOEL. ' This risk level is 10 times lower than the 1/1000 of the
NOEL which is commonly used in developing a variety of reference
standards . For instance, the drinking wvater standards are in the
Ppn range but the no significant risk levels under Prop sition 63
are in the ppb range. The impact of these m re stringent standards
in Calif rnia is that when one tries t evaluate "substantial risk

VEV-141353




t health” one finds that more risks are significant risks in
California than they would be if the same level of carcinogen or
reproductive toxins contamination were found in other states.

Saction III. ZExisting EPA Guidance
None
Section IV. Evaluation Discussion

If the carcinoganic unit risk factors and no significant risx
lavels for reproductive toxins developed by California agencies are
used to established risk, there will be more cases of risk in
Calitornia than in other statas with the same level of
¢ ntamination. California 1ndult%z'wt11 be making more subnissions
t0 the EPA than would be required from other states. Mora
importantly, these submissions will create "substantial® risks from
risks which are not substantial. EXPA should indicate that EPA
carcinogenic risk factors and other refarence standards should be
used to maintain a “level playing field” within the states and with
ragard to the substantial risk information that EPA must
assinilate, analyze and prioritize. The level of risk that EFA
¢ nsiders "substantial” should also be established by EPFA.

EPA should also indicate that only legitimate bodies of water
that are used as sources of drinking water, or for fishing need bes
considered for the 8(e) notification.

Section V. Magnitude of Study Type

Every quarter, more cheanicals are added to the Proposition 65
list of chemicals. Some oomfan:lu will be conducting a risx
assessnent that frequently in order to determine if their
discharges are in compliance or their air enmissions are in
compliance.

VEV~141354




AB2588S (Alr Emissions Case Btudy)

Section I. 8tudy Specific Information

California law AB2588 requires that businessas quantify and
¢ nduct health risk assessments on approximately 300 chemicals on
the AB2588 list. The list contains carcinogens, non~carcinogens,
and acutely toxic chemicals. Chemicals with emissions above a
threshold quantity, which ranges from 0.1 1bs/yesar to 100 lbs/year,
must have & health risk assessnent performed. MNodelling of thess
eanissions are used to predict ground level concentrations at
specitic distances radiating from the enission sources. Ths air
concentrations of chemicals are converted to cancer risk by
nultiplying the air concentration by the unit cancer risk factors

stablished for the carcinogen by EPA or the California Department
of Health Services. For some chemicals, sultipathvay analysis is
required in the risk assessment.

The cancer risk from enissions froa the facility is the sunm
of the individual cancer risks of all chemicals emitted from all
sources at the facility. The individual excess ocancer risk is
determined for the maximum exposed individual.  The total excess
lifetime cancer risk ' is also determined for the worker and
rasidential population within the one~in-a-million-risk zone
surrounding the facility. The total population excess cancer
burden is calculated as the product of the exposed population and
th estimated risk from the ambiant air concentration.

The risk assessnent nmust also include an evaluation of the
potential non=cancer effects of both short term and long term
exp sures to facility enission. The short term and long tern
exp sure levels are conpared t0 acceptable exposurs levels
determined by the California Department of Health Services.
Adverse heal effects are assumed to occur when the acceptable
exposure levels are exceeded. In cases vhere multiple chenicals
can affect the same target organ, the hatard index approach is
used. The estimated exposure to a given substance is divided by
th acceptable exposure level for that substance., TFor a given
target organ, this ratio (the hazard index) is summed for all
substancea which affect that target organ. If the hazard index
oqgaln or exceeds 1.0, a potential health hagzard is assumed to
exit,

Based on these risk assesenments, facilities with a cumulative
cancer risk and a cumulative hazard index that exceed certain
thresholds established by the local Air Pollution Control Districts
will have t n tify the public of the risks.
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Guidance is requested from XPA regarding interpretation of
*significant levels of exposure,” "videspread”, and "previcusly
unsuspected® contamination.

Bection II. Other Relevant Information

The poor quality of the air in los Angeles is both well known
and well documanted. In 1987, the Bouth Coast Alr Quality
Nanagezent District (SCAQMD) published a study on the magnitude of
the ambient air toxics impacts in the air basin. This study was
funded under EPA's Xultiple Air Toxics Expesure Study Progranm
(MATES) , and the study results have been submitted to the EPA under
the Clean Air Act. The study integrates ambient concentration,
population distribution, and health risk data into regional

estimates of inhalation exposure, risk, and number of excess cancer
cases.

The AB2588 risk assessaents provide exposure and risk
information that is similar to what is contained in the SCAQMD
- document. However, the AB2388 risk assessaents indicate that a
given Dbusiness is responsible for a part of the widespread
contamnination of the air in the Ios Angeles area. Altheugh the
vid spread contamination is previously known to EPA (via submission
of docunents under Clean Air Act) what may not have been known (and
documented) previously, is which businesses contributed to the air
t xics and the extent of their individual contribution, In the
instances for which permits wvere required, the BCAQMD is
knevledgeable of the businesses involved as well as type and
quantity of enissions., In the instances for wvhich peraits have not
been required, the BCAQMD would not have direct knowledge of
business and enissions. If the SCAQMD does not have direct
knovledge, it might be argued that the information presented in the
risk assessment involves "previously unsuspscted" contamination.

For several carcinogens, i.e., benstene, hexavalant chromiunm,
and mathylene chloride, the unit risk factors are approximately 10
£ 14 higher in California than in other states which use the EFA
unit risk factors. In addition, for this regulation, hexavalent
chronium is carcinogenic by the ingestion route, which tends to
cause hexavalent chronium to dominate the risk asaessment for
certain industries. The impact of applying these more stringent
r gulations is that when one tries to evaluate "substantial risks
t health" one finds that more risks are substantial risks in
California than they would be if the same level of carcinogenic
¢ ntanination were postulated in other states.

Section III. ZXExisting EPA Guidance

None

s.ctién IV. Evaluation Discussi n
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If the carcinogenic unit risk factors developed by California
Agencies are used to establish rigk, there will be more cases of
"gubatantial risk to health" in California than in other states
with the sane levels of contamination. California businesses will
be making more submissions to the EPA than would be required fronm
other states. More inmportantly, thase submissions will create
substantial risks from risks which ars not substantial. EPA should
indicata that EPA carcinogenic risk factors and other EIPA reference
standards should be used to maintain a "level playing field™ within
the states and with regard to the substantial risk information that
EPA nust asainilate, analyze and prioritse.

The level of risk for carcinogens and the referance standards
for non-carcinogens (eqg, RID, TLV/4230) that BEPA considers
"gubstantial® should also be established by RPaA.

Interpretation of "widespread" contamination should focus on
th differentiation (if an¥) betwveen a large iooqraphical area and
& large population that is exposed. For instance, the SCAQMD
r gulations affect 5 counties, some of which are heavily populated,
and some of which are primarily vast sxpanses of sparsely populated
desert. If one must consider "widespread" in conjunction with
"gubstantial risk to health”, additional guidanca is needed. Pror
exanple, if the residents within a radius of one quarter nile of
a facility are at a risk of 10 (=4), are the "widespread" and
"gubstantial risk" criteria satisfied? If 1 million persons within
th 25-30 mile radius of a facility are at a risk of 10 (=¢), are
the "widespread" and "substantial risk" criteria satisfied?

If one is lucky enough to have documentation, such as the 1987
SCAQMD study conducted for MATES, of concantrations of chemicals
in environmental media, how should one conpare those concentrations
with the concentrations in a risk assessnment such as AB3S88? It
s ema reasonable to come to the judgoannt that in situations in
wvhich the environmental concentrations predicted from a risk
assessnent 40 not exceed the concentration documented (as in a
MATES study) by some factor (such as by a factor of 2 which is the
accuracy of a Gaussian-derived model such as the ISCST model), that
the criteria for 'gfcviously unsuspected” contamination have not
besn met, and the risk assessment results would, therafore, not be
required to be submitted under 8(e).

Section V. Magnitude of Study Type
The AB2588 risk assessmants will be required every two years.
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