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l. Introductory Summary

Section 5 of the Toxic Substances Control Act (TSCA) requires
subm ssion of a premanufacture notice (PMN) to the U S
Envi ronmental Protection Agency (EPA) at |east 90-days before
comrenci ng comrerci al manufacture of a new chem cal substance
| nhal ati on exposures of workers handling sone of these PMW
subst ances may present an unreasonable risk of injury. To mtigate
such exposures and ri sks, EPA has devel oped "New Chem cal Exposure
Limts" (NCELs) provisions in Oders issued under "5(e) of TSCA

On August 6, 1991, EPA mailed to approximately 20 externa
organi zations draft NCELs provisions in a generic "boilerplate"
TSCA "5(e) Order, along with a cover letter soliciting comments.

(A copy of the 1991 draft is attached for reference in order to
hel p readers understand sonme of the comments.) Since then, EPA has
continued to nmake increnental revisions and to receive additional
input from various sources, generally during negotiations of
i ndi vidual "5(e) Oders for specific chemcals. This "Response-to-
Comment s” docunent provides the rationale for the correspondi ng
revised TSCA "5(e) Order NCELs provisions that were conprehensively
revised and, EPA believes, inproved in response to those coments
from external organizations. These are standard provisions of
generic "boilerplate" "5(e) Orders that can, if warranted by the
facts, be nodified in individual, chemcal-specific "5(e) Oders.

Thi s "Response-to- Conments" docunent presents (verbatim the
coments received by EPA in 1991 and EPA s responses to those
comments. For each comment, an abbreviated nanme of the commenter
appears in parenthesis. In sone places, simlar comments are
grouped together and EPA s response appears after the | ast comment
in such a group. The following is a list of the organizations that
submtted coments and the abbreviations used herein to identify
t hem
Cccupational Safety and Health Adm nistration ("OSHA")

National Institute for Safety & Health ("N OSH'")
Chem cal Manufacturers Association ("CVA")
Synthetic Organic Chem cal Manufacturers Association ("SOCVA")

Ecol ogi cal and Toxicol ogical Association of the Dyestuffs
Manuf acturing I ndustry ("ETAD")

The Society of the Plastics Industry ("SPI")

Laborers' Health and Safety Fund of North Anmerica ("Labor")



Amal gamat ed C ot hing and Textile Wrkers Union ("ACTW'")

Anmerican Industrial Hygi ene Association ("AlHA")
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The following is a brief summary of the comments and EPA's
responses:

A. Inter-Agency Jurisdiction & Coordination

Comment Summary: EPA should coordinate with other agencies
having expertise in worker protection. Where does EPA's
jurisdiction end and OSHA' s begi n?

Response Summary:

0] EPA has ongoi ng communi cation with OSHA and NI OSH on wor ker
protection issues and has solicited input on the NCEls
pr ogram

o] EPA has sought to nmake its program consistent wth OSHA' s

wher ever possible. EPA's NCELs provisions are nodel ed after
OSHA PELs and conprehensi ve standards, and now match OSHA's
program even nore after NCELs revisions in response to public
comment s.

o] There will generally be no overlapping regulation of new
chem cal s, because EPA's NCELs apply to new chemcals wth
little or no data, so risk assessnent is generally based on
anal ogue data fromsimlar substances. EPA added an explicit
sunset provision to its "5(e) Orders which states that the
NCEL and respirator requirenents are automatically nullified
if OSHA pronulgates a PEL for the same substance. EPA may
rai se NCELs cases to the attention of OSHA and NIGCSH, in the
unlikely event that such is warranted by the toxicity data and
production vol unme associated with the new chem cal substance.

B. Standard Setting

Comment Summary: EPA's nethod for setting NCELs concentrations
shoul d not be based on such limted data, should parallel OSHA s
should be published for comment, and should allow for pronpt
nodi fication in response to new dat a.

Response Summary:

o] EPA is publ i ci zi ng its met hod for setting NCELs
concentrations.

o] On a case-by-case basis, EPA wll consider setting NCELs
concentrations based on OSHA PELs and Anerican Conference of
Governnment I ndustrial Hygienists (ACA@H) Threshold Limt
Val ues (TLVs), and w |l consider econom c and technol ogi ca
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feasibility, especially in cases where there is sufficient
evidence that the new chemcal may present less risk than
exi sting substances which the new chem cal nmay repl ace.

C. Analytical Method

Comment Summary: The NCELs analytical mnmethod criteria and
requi renent for EPA approval are inconsistent with OSHA, overly
burdensone, and di scourage adoption of the NCELs approach. EPA
shoul d, |ike OSHA, set a performance-based standard for accuracy
of, for exanple, + 25%of the NCEL concentration with a confidence
| evel of 95%

Response Summary:

o] EPA replaced the requirenent that EPA nust approve the
conpany's analytical nmethod with, instead, a requirenent for
verification by an independent third-party |aboratory.

o] EPA adopted OSHA's performance standard of + 25% accuracy
wi th 95% confi dence.

o] Consi stent with OSHA and NI OSH requirenents, EPA raised the
| ower quantitation limt fromO.1 times the NCEL to half the
NCEL, and reduced the m ni mum upper quantitation limt from
2,000 tines the NCEL to twice the NCEL. However, the nethod
shoul d cover the expected exposure range and, if a nonitoring
sanpl e exceeds the UQL by >10% workers nust wear 19C air-
supplied respirators.

o] For anal ytical nmethod verification and subsequent nonitoring,
EPA wi ||l accept use of a | aboratory accredited by the Anerican
| ndustrial Hygiene Association (AIHA) as an alternative to
conpliance with TSCA Good Laboratory Practice Standards
(GPS). Oher conparable prograns nmay be used, if approved in
advance in witing by EPA

o] EPA clarified that certain analytical nethod requirenents
apply only to nethod developnent/validation and not to
subsequent nonitoring.

o] EPA elimnated the cunbersone "Contents of Subm ssion”
requi renent that referenced the OCctober 1987 OIS Cui dance
Docunent for the Preparation of Quality Assurance Project
Pl ans.

D. Monitoring Requirements
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Comment Summary: The NCELs nonitoring requirenents are
unnecessarily nore burdensone than OSHA' s/ not stringent enough.

Response Summary:

o] EPA added an exenption fromthe nonitoring requirenents based
on docunmented and reliable objective data when exposures are
obviously so low that nonitoring i s unnecessary.

o] For batch production processes of short durations, EPA reduced
t he nunber of days between certain nonitoring results required
to entitle a conpany to reduce respiratory protection or

term nate nonitoring.

o] EPA del eted the requirenment for an annual report to determ ne
the need for additional monitoring after termnation of
nmonitoring. COSHA does not require this. EPA is deleting only
the reporting requirenent, not the nonitoring requirenent.

o] EPA increased nonitoring frequency from every 6 nonths to
every 3 nonths when sanpl es neasure above the NCEL

E. Recordkeeping

Comment Summary: The NCELs recordkeeping requirenents are
unnecessarily nore/l ess burdensonme than OSHA' s

Response Summary:

o] EPA has attenpted to keep recordkeeping requirenents to the
m ni nrum essential to maintain credi ble enforcenent capability.

o] Since existing OSHA regul ations already require these enpl oyee
exposure records to be kept for 30 years, EPA is doing
i kew se

F. "Hierarchy of Controls"

Comment Summary: EPA should inpose a mandatory "Hi erarchy of

Control s" whereby respirator usage should be allowed only after
attai nnent of the NCEL via engineering controls and work practices
i s determ ned unfeasi bl e.

Response Summary:

o] To allow flexibility for new chem cals manufactured in snal
batches with few workers, EPA (unlike OSHA) will not nmandate



6

"H erarchy of Controls"; however, EPA' s "5(e) Orders expressly
state a preference for source reduction and engineering
controls over respirators.



11. INTER-AGENCY COORDINATION

1. Comment (AIHA): Al HA suggests that one federal agency should
have regulatory jurisdiction and developnental authority for
wor kpl ace  exposure limts. The NCEL proposal Crosses
jurisdictional boundaries with OSHA and NIOSH in a way that could
be duplicative and counter-productive for the health and safety of
wor ker s. Traditionally the agency with the power to establish
wor kpl ace exposure limts has been OSHA wth scientific support
from NI OSH and ot her sources in the public and private sector.

Al HA suggests that confusion and inconsistency will result if
two agencies of the government regulate in the sane area. (ear
authority should be given to one agency to avoid two sets of
standards for simlar conpounds resulting in a risk benefit debate
anong affected parties. Al HA suggests adoption of one of the
foll ow ng alternatives.

0 EPA should defer to OSHA and NIOSH for NCEL standard
setting altogether.

o] Al ternatively, EPA should adopt OSHA criteria for
wor kpl ace exposure standard setting so that all factors
of cost, risk, feasibility, and toxicol ogy are considered
in the arduous, but necessary, OSHA perm ssi bl e exposure
[imt process (AIHA nmakes this |ast suggestion on the
basis of the extensive experience of OSHA in standard
setting in an effort to maintain fair, consistent and

reasonable exposure limts with which all affected
parties can live.)
o] Al ternatively, EPA could rely on voluntary workplace

standard setting organi zati ons such as the Al HA Wrkpl ace
Envi ronnmental Exposure Limts (WEEL) Commttee and the
Anerican Conference of Governnental Industrial Hygienists
(AC@H) Threshold Limt Value (TLV) Commttee for
assi stance in the NCEL process.

The AIHA WEEL Committee and the ACA@H TLV Commttee have
extensive experience wth workplace exposure limt setting that
could lend third-party objectivity and assist in expediting the
process of setting exposure limts for new substances. Al HA would
be willing to discuss such a role for its WEEL Commttee with EPA
OSHA and NI CsH

Al HA suggests that EPA and the Departnent of Labor (OSHA) and
Heal th and Human Services (NIOSH) work in total cooperation on al
aspects of this regulation relating to worker safety and heal th.

For clarity to EPA, OSHA, and private sector personnel who nust
interpret and carry out this rule, AHA suggests that once
cooperative agreenent on provisions that extend beyond the 29 CFR
1910 worker protection rules is reached wth OSHA these extra
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provi sions should be (1) highlighted in italics or sonme other
fashion in the actual text of the rule and (2) placed in a table
for side by side conparison of TSCA Section 5(e) worker protection
requi renents versus standard OSHA 29 CFR 1910 workpl ace
regul ati ons.

2. Coment (CMA): EPA should coordinate with those agencies and
organi zati ons that have been established to deal specifically with

occupational health and safety issues. Adding EPA to the
"uni verse" of organizations that sets perm ssible exposure limts
will lead to confusion and potential inconsistencies in the

wor kpl ace. EPA should take full advantage of the expertise of
other groups in developing occupational perm ssible exposure
[imts. The followng federal agencies and institutions are
charged wth protecting the health of workers: the Occupati onal
Safety and Health Adm nistration (OSHA), the National Institute for
Cccupational Safety and Health (NI OSH), the Anerican Conference of
Governnental Industrial Hygienists (ACAH), the Arerican Industrial
Hygi ene Association (AIHA) and the Anmerican National Standards
Institute (ANSI). In enbarking on this effort, the Agency shoul d
strive to involve, or at least learn from the agencies and
institutions, especially OSHA which possess the required technica
expertise and experience necessary to either set a standard or
recommend guidelines. The historical experience of these groups
adds critical perspective to developing, admnistering and
enf orci ng NCELs.

EPA should consider certain questions before proceeding
further with the proposed NCELs program What avenues of
comruni cati on nust be established between EPA and ot her workpl ace-
directed agencies or institutions? Should an external consultant,
such as an appropriate OSHA representative, be enlisted to help
establish NCELs or, at the very least, to assist in fornulating
procedures and policies to be used by EPA?

EPA shoul d coordinate nore closely with other Agencies that
have worker protection expertise. The Agency should take full
advantage of this expertise in devel opi ng occupati onal perm ssible
exposure limts and not set limts that wll |ead to confusion or
i nconsi stencies in the workpl ace.

3. Comrent ( SOCMA) : SOCMA believes that EPA should Iimt the
scope of its NCELs program and should defer to the |ongstanding
authority and expertise of OSHA on the establishnment of workpl ace
exposure limts. Mich of industry's concern would be alleviated if
EPA post poned i npl enentation of the NCELs programuntil it devel ops
a mechani smto address adequately the following: (1) coordination
of EPA's efforts under the new chem cals programw th the existing
efforts of OSHA with respect to the establishnment of exposure
limts for chemicals, and (2) transfer of responsibility for
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wor kpl ace exposure fromthe NCELs programto OSHA at the earliest
appropriate tine.

SOCVA certainly applauds EPA's goal to prevent potential
unreasonable risk to workers via inhalation exposure to chem ca
subst ances subject to Section 5(e) Orders or SNURs. However, SOCVA
bel i eves there is considerable risk that EPA's proposed approach --
involving the Agency's independent development of workplace
exposure limts -- will infringe on the |ongstanding jurisdiction
of OSHA over workplace safety and health conditions, and could
result in conflicting and burdensone requirements for industry.

Second, we are concerned that EPA's foray into the area of
setting workplace exposure [imts will result in conflict between
EPA and the Qccupational Safety and Health Adm nistration ("OSHA")
concerning their respective jurisdictions over worker health and
safety, and could result in conplex, conflicting and burdensone
requi renents for industry.

The proposal also | eaves unclear the effect that placenent of
the new chemcal on the TSCA Inventory would have on the
requirenents of the NCELs program in the absence of OSHA
regul ati on. Does EPA intend that the requirenents of the NCELs
program cease i medi ately (and automatically) upon term nation of
a Section 5(e) Order or SNUR? Does EPA plan to coordinate its
NCELs effort with OSHA, in order to ensure that EPA and OSHA do not
establish conflicting requirenents pertaini ng to hazard
communi cati on, recordkeeping and reporting of workplace exposure
i nformation?

4. Comment (CVA): Finally, EPA should clarify the extent to which
it will relinquish authority for regul ating workpl ace exposure to
new chem cals after the conpletion of PWN review At what point
does a chemcal and its associated NCEL conme under OSHA' s authority
(that allows the establishnent of a new perm ssible exposure
[imt)? This problem nust be addressed by EPA and OSHA in a
cooperative effort, and reinforces the need for OSHA s invol venent
in the process of establishing NCELs.

5. Comment (SPlI): It is unclear fromthe draft when EPA's NCELs
end or when OSHA begins to assune regulation responsibilities.
This program covers new chemcals which at sonme date becone

exi sting/old chem cals. It would appear that the enforcenent
responsibility on regulatory authority should pass to OSHA at sone
date. It is not clear fromthe proposal when this may occur.

I f EPA believes that the chemical in question is a health
hazard, then the Agency should nake the appropriate report to OSHA
under Section 9 of TSCA so as to avoid unnecessary duplication of
regul ations. Any substance which is subject to the requirenents of
an OSHA standard woul d presunptively not be an unreasonable risk
Wi th respect to conmunication of hazards because OSHA's rule is
expressly intended to elimnate such risks. EPA could sinply nake
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the statenent that the substance should be considered a health
hazard for purposes of the OSHA standard and that nanufacturers
shoul d prepare Material Safety Data Sheets and | abel s accordingly.

6. Comment (SOCMVA): EPA's general proviso that it "could revoke
or nodify the NCEL" in the event of OSHA regul ati on of workpl ace
exposure | eaves a nunber of significant questions unanswered, and
| eaves industry threatened with potentially conflicting OSHA and
EPA requirenments. For exanple, the NCELs programis intended to
apply only to new chemcals that are not otherw se regul ated by EPA
or other federal agencies. Therefore, by its terns there are no
circunstances that woul d support EPA's proposal that it "nodify" an
NCEL in the face of OSHA regulation; in such an instance, EPA
should wthdraw the NCEL. 1In fact, any Section 5(e) Order or SNUR
contai ning an NCEL should include a "sunset" provision that would
automatically termnate the NCEL in the event of OSHA (or other
federal agency) regqul ation.

7. Comment (ETAD): Further, NCELs shoul d be acconpani ed by sunset
provisions that would be triggered automatically, for exanple, when
an exposure limt is established by OSHA Such procedures, if
properly established, could ensure that any NCELs refl ect the nost
up-to-date scientific information available, w th m ni num burden on
EPA' s and industry's resources.

8. Conmment (ACTWJ): These differences create potential conflicts
bet ween EPA and OSHA when regulating very simlar circunstances.

I think it is inperative that EPA tailor its NCEL activities to
conpl enment those of OSHA rather than to act as if the NCEL is the
"only gane in town". Oherw se enployers, unions and workers w ||
be confronted wwth a difficult, and sonetines inpossible, choice
bet ween which rule to foll ow

| believe that there is a relatively sinple way to prevent

these conflicts and assure that coordinated efforts between the two
agencies maxim ze the efforts of all parties to protect workers.

EPA shoul d continue to use its authority under the TSCAct to refer
to OSHA issues of hazardous exposures where the data justify it.

In addition, where the data are lacking to justify regulation at
the time, EPA should assure that sufficient data are gathered as
soon as possible to allow either agency to adopt whichever
regul ations offer the nost protection.
OSHA Ref orm

Finally, many of +these issues are dealt wth in the

Conpr ehensi ve Cccupational Safety and Health Reform Act which is
now pendi ng before the Congress. | strongly urge EPA to review
this legislation in detail, including the provisions for standard
setting (Title IV). This title offers an explicit role for EPA in
OSHA' s standard-setting process, as well as many ot her inprovenent
rel evant to the NCEL process. This legislation has a "reasonabl e”
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chance of passage (to borrow a phrase) and your efforts should take
this into account. Indeed, | think it is incunbent upon the Ofice
of Toxic Substances to inform the Congress of the potential
benefits offered by this legislation in resolving the problens to
whi ch the TSCAct is addressed.

EPA Response: In general, EPA's NCELs fill a unigue niche not
occupi ed by OSHA's PELs. By statute, the factors which nust be
consi dered by EPA and the burden of proof applicable to NCELs under
"5 of TSCA are different fromthose applicable to OSHA PELs under
"6 of the OSH Act. \Wen enacting TSCA in 1976, Congress designed
"5 to regulate risks fromnew chem cals before they enter commerce.
TSCA "5 requires manufacturers of new chemcals to submt a pre-
manuf acture notice (PMN) to EPA at | east 90-days before commenci ng
manuf acture for commerci al purposes. Under "5(e) of TSCA, if EPA
finds that "information available to [EPA] 1is insufficient to
permt a reasoned evaluation of the health and environnmental
effects of a chem cal substance" and the substance "may present an
unreasonable risk of injury to health or the environnent," EPA may
issue an Order to "prohibit or Iimt" activities associated with
t he substance. However, TSCA does not require manufacturers of new
chemcals to develop any toxicity test data for submssion with the
PW. Therefore, to assess the risk froma new chem cal, EPA often
must rely on toxicity data on existing chemcals with nol ecul ar

structures simlar to the new chem cal. EPA can use this sane
anal ogue data to set NCELs concentrations when there is a defined
health endpoint and EPA believes the new chemcal is not

significantly nore toxic than its anal ogue.

Because EPA's NCELs apply to uncomrercialized new chenicals
with little or no data, EPA and OSHA wll generally not
simul taneously regul ate the sanme substance. EPA nmay refer to OSHA
former new chem cal substances subject to a NCEL, if additiona
data is received regarding toxicity and exposure such as to
i ncrease evidence of risk. Most likely, OSHA will not regulate a
PWMN substance unless and until (1) the new chem cal becones nore
wi dely comercialized with increased human exposures and (2)
toxicity data on the chem cal is devel oped show ng adverse health
effects. If so, OSHA could consider the new data in deciding
whet her to adopt EPA's NCEL or set a different exposure limt. EPA
has added an explicit sunset provision to its "5(e) Oders which
states that the NCEL and respirator requirenents are automatically
nullified if OSHA pronmul gates a PEL for the same substance.

Thus, there are a few areas where differences between EPA's
New Chem cals Program under section 5 of TSCA and OSHA' s PEL
program under the Cccupational Safety and Health Act necessitate
different treatnents and different regulatory requirenents. For
exanple, there usually is no established analytical nethod for
measur enment of the new chem cal substance. Thus, EPA inposes nore
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detailed requirenents for accuracy and precision, and requires
verification of the conpany's nethod. Al so, EPA does not inpose a
mandatory "Hi erarchy of Controls.”™ To allow flexibility for new
chem cals manufactured in small batches with few workers, the
conpany may elect, as an alternative to the NCELs provisions, to
use respirators specified by EPA based on exposure estimates
W t hout actual nonitoring data. However, EPA's "5(e) Oders
expressly state a preference for source reduction and engi neering
controls over respirators.

EPA recogni zes both the |ong-standing expertise of OSHA and
NIOSH in the area of worker protection, and the w de-spread
applicability of existing OSHA regulations to the workplace.
Therefore, EPA has nmade every effort to copy OSHA s exposure limts
provi si ons wherever appropriate. Consequently, in general, EPA
considers the body of | aw and gui dance docunents on OSHA's PELs as
rel evant to resolving questions on interpretation of EPA' s NCELs
provi si ons.

The various federal agencies involved wth regulating
wor kpl ace safety do communicate and coordinate regularly. EPA
meets nonthly with OSHA and NI OSH t hrough t he ONE ( OSHA/ NI OSH EPA)
Committee to coordinate on various subjects of nutual interest.
EPA has solicited comments specifically on NCELs from OSHA and
NlOSH (including the August 1991 NCELs draft) and agency
representatives have net on several occasions specifically to
di scuss EPA's NCELs. As reflected herein, OSHA and N OSH have
submtted sone witten comments on NCELs, generally relatively
mnor or technical 1in nature. OSHA and N OSH have both
acknow edged the critical role of EPA's NCELs programin setting
exposure limts for new chemcals wth limted data (See, e.g
“Understanding EPA's New Chem cal Exposure Limts Program" The
Synergist, Anmerican Industrial Hygiene Association, Fairfax,
Virginia, April 1995, p.6).

Lastly, given both the short 90-day statutory review period
and the obligation to protect confidential business information
(CBlI) inposed on EPA, it would be inappropriate and inpractical for
EPA to involve private organizations such as the ACEH TLV
Commttee and the AIHA WEEL Commttee in setting NCEL
concentrations in individual chem cal specific cases. Not only
would this add severe delay to the PMN process and appear to
abdi cate governnental responsibility, but associated probl ens woul d
be raised concerning protection of TSCA CBI, particularly since
many nenbers of these commttees are enpl oyees of conpeting private
chem cal manufacturing conpani es.

111. ESTABLISHMENT OF THE NCEL
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1. Comment (SOCVA): One of the mmjor concerns of SOCVA nenbers is
EPA's intention to establish NCELs for new chem cal substances for
which no or |little analytical data exist pertaining to the
potential risk associated with workplace exposure. Currently, the
setting of exposure limts by federal agencies (such as OSHA) is a
del i berative, thorough process, based on data and evi dence of ri sk.

EPA's proposal to establish nunerical exposure limts in the
absence of adequate data woul d undermne the credibility and val ue
of the standard-setting process and wuld result 1in the
establishnment of [imts that are without scientific foundation and
are therefore by definition arbitrary.

2. Comrent (ETAD): First, ETAD believes that establishing
nunmerical exposure |imts based on Ilittle or no relevant
informati on woul d be detrinmental. The process by which OSHA sets

exposure |imts is a thorough and deliberative process based on
detailed risk information. Attenpting to set exposure limts in
the absence of such information would be arbitrary and could
underm ne the credibility of other standard-setting activities.

EPA Response: EPA is required by TSCA to review PMNs and to
prevent unreasonable risks which may result fromthose To mtigate
potential wunreasonable risks from operations involving new
chem cals, EPA may issue TSCA "5(e) Orders that set controls on
t hose operations. Such controls may take the form of required
respirator use or inhalation exposure limts. EPA is establishing
NCELs in recognition of a general consensus anong industry, |abor,
the scientific comunity, and governnent agencies that using
engi neering controls and nonitoring to neet inhalation exposure
limts is generally preferable to using respirators to mtigate
risks frominhal ati on exposures to toxic chem cal s.

EPA' s nethod of setting NCEL concentrations is consistent with
EPA' s past and current nethods of assessing the potential risks of
new chem cal substances. Most PMNs provide little or no data
toxicity data on the PMN substance itself. Therefore, from the
inception of its New Chem cals program EPA has often relied on
toxicity data on other chemcals with nol ecular structures simlar
to the PWMN substance to develop a Structure Activity Analysis
(SAR). Under this approach, EPA first identifies and reviews the
test data avail able for anal ogues and/or chemcals predicted to be
key netabolites of the new chem cal substance. Then EPA uses SAR
to apply the results of the review to the new chem cal substance.

EPA has used this procedure to establish current NCEL
concentrations. The current NCEL provisions clearly state that
these NCEL concentrations are "interim |levels determ ned by EPA
based on the Iimted information available to the Agency at the
time of devel opnent of the Order." Neverthel ess, EPA does perform
a careful review of all available data, including anal ogue data, to
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sel ect an appropriate NCEL level. |If adequate data to determne a
NCEL concentration for a particular chemcal are not avail able, EPA
w Il not establish a NCEL for that substance.

As the preceding discussion makes clear, NCEL concentrations
based on relatively conplete data are likely to reflect the high
quality of that data. In contrast, when PMN submitters do not
submt data adequate to address unreasonable risk issues within the
90-day review period, NCELs for those substances may be based on
limted informati on. EPA encourages conpanies to include rel evant
data -- such as chronic or subchronic toxicity studies on close
anal ogues -- in their PMN subm ssions. (As discussed bel ow,
conpani es should also provide information on relative risk and
feasibility.) Wth this data, EPA and the PMN submtter wll be
better able to establish in the initial Consent Order a NCEL nore
closely tailored to the actual risk presented by the PMN substance.

Alternatively, if additional data becone available after
establishment of the NCEL, the regul ated conpany may petition EPA
to change the NCEL in accordance with the Mdification section of
the "5(e) Order.

3. Commrent (CMA): We also believe that the exposure limts EPA
intends to develop wll be overly protective, be nore restrictive
than OSHA s standards for anal ogous exi sting substances, discourage
conpani es from exercising the NCELs option, and result in continued
reliance on respirators to control new chem cals of concern.

EPA' s procedures for devel oping and i npl enenti ng NCELs nust be
streamined if the positive objectives of the NCELs concept are to
be reali zed.

4. Comment (CMA): EPA's framework for establishing NCELs shoul d
parallel OSHA s process for setting PELs to the greatest extent
possible. In nost instances, the driving force for a consent order
under Section 5(e) will be structural simlarities between the new
substance and an anal ogous existing chem cal. Since the new
substance will be regul ated because it may have the sanme health
concerns as the anal og, the workpl ace exposure [imts for the two
chem cals should be identical. Wen an OSHA PEL exists for the
anal og, it should be the basis for the NCEL

If no PEL exists for the anal og, EPA should base the NCEL on
the Threshold Limt Value (TLV) set by ACGAH In the absence of a
PEL or TLV, or if the PWMN chem cal would fall under the OSHA dust
standard or another generalized OSHA standard, the NCEL shoul d be
derived using established OSHA scientific criteria and net hodol ogy
for determning "significant risks."

EPA Response: For reasons expl ained el sewhere and highlighted in
the Introductory Summary outlined above, EPA believes that the new
NCELs provi sions have been streamnmined and i nproved in response to




15

the external comments received. EPA does indeed wish to pronote
the NCELs approach and hopes that the new provisions will be
utilized by industry.

Whenever there is a PEL or TLV for an anal ogue chem cal
substance, EPA will review the underlying basis for that nunber.
EPA may conclude that the PEL or TLV is sufficiently protective.
However, EPA nmay al so have additional data on the new chem ca
substance as well as other simlar anal ogues, and when accounting
for feasibility in risk managenent decisions, may determ ne that
adherence to the PEL or TLV may result in an inadequate |evel of
wor ker protection for the new chem cal substance. By statute, the
factors whi ch nmust be considered and the burden of proof applicable
to EPA' s NCELs under "5 of TSCA are different than those applicable
to OSHA PELs under "6 of the OSHA Act, particularly with regard to
i ssues bearing on feasibility. (See EPA s next Response to Comment

regarding feasibility).

5. Comment (CMA): EPA's NCELs determ nations should al so consi der
feasibility. Under the Cccupational Safety and Health Act, OSHA
cannot set an exposure limt that 1is technologically or
econom cal ly infeasible. EPA should also establish exposure limts
that are within the bounds of feasibility. During consent order
negoti ati ons, EPA should consider feasibility data provided by the
PW submtter for its own and its custoners' operations.

Subsequent|ly, when a Significant New Use Rule (SNUR) is devel oped
for the Section 5(e) substance, EPA should consider the feasibility
concerns of other manufacturers and processors. The TSCA new
chem cal s program shoul d not inpede i nnovation of new products.

EPA Response: As a matter of law, the congressional nmandate
reflected in TSCA "5 gives EPA broad authority to establish
restrictions on new chemcals based on a finding of potentia
unreasonabl e risk provided there is no significant |oss of benefits
to society fromissuing the Consent Order. As a matter of policy,
EPA wll <consider feasibility arguments (such as how the
concentration that EPA establishes as the NCEL should be influenced
by the conpany's technol ogical capability to attain and detect that
| evel ) on a case-by-case basis. In such cases, EPA encourages the
subm ssion of data to support feasibility concerns.

Technol ogi cal and economc feasibility of neeting an exposure
limt wll be a key consideration in "safer substitute/relative
ri sk" cases where the conpany provides EPA with sufficient evidence
that a new chem cal substance is a desirable replacenent for a nore
hazardous existing chemcal. For such cases, EPA will strive to
set a NCEL for the new chem cal at a level that not only protects
human health but also is feasible for the manufacturer. The Agency
is very interested in working with industry to achieve net risk
reducti on.
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6. Comment (CMA): In its August 6, 1991, letter to CVA EPA
mai ntains that "[t]he NCELs provisions are nodeled after the
perm ssi bl e exposure limts (PELs) pronulgated by the OSHA at 29
CF.R Part 1910 pursuant to Sections 6(a) and 6(b) of the
Cccupati onal Safety and Health Act."” Nonet hel ess, EPA' s
description of the proposed NCELs program contains no information
concerning the nethodology EPA intends to use to set exposure
l[imts. The Agency shoul d provide detailed information concerning
t he nethodology it intends to use for setting exposure limts.

7. Comment (SOCMA): Qur concern over EPA's proposal to establish
wor kpl ace exposure limts is intensified by the fact that EPA has
provi ded no suggestion in the draft Order as to how it plans to
devel op NCELs, even in the unusual circunstance where adequate data
on risk are available for the chem cal substance. Despite a brief,
informal statenent that "the NCELs provisions are nodeled after the
perm ssi bl e exposure |imts (PELs) pronul gated by [OSHA]," the text
of the generic "5(e) Order itself, specifically Part C (see draft
Order at 22), contains no details of the nethodol ogy EPA plans to
use to establish NCELs.

8. Comment (ETAD): Prior to instituting its proposed program EPA
should establish and publish for coment its nethodol ogy for
establishing NCELs. Such net hodol ogy should include: (1)
identification of the data to be considered in establishing NCELs;
(2) procedures for derivation of NCELs; (3) guidelines for a
determ nation that data are inadequate to support issuance of an
NCEL; (4) procedures for nodifying NCELs based on devel opnent of
addi tional data; and (5) mechanisns for affected parties to provide
input to the process and to petition for nodification of NCELs.

9. Comment (Labor): EPA will establish the new chem cal exposure
limts as TWA's and STEL's [C(1) and (2)]. This approach places a
substantial burden on EPA with regard to worker protection,
particularly in view of the limted data available on nost new
chem cal s. The EPA nethodology for establishing such limts
shoul d, therefore, be witten, peer reviewed, and nade available to
anyone who requests it.

EPA Response: EPA s nethodol ogy for setting NCELs concentrations
is attached as Attachnment |.

10. Comment (SOCMA): It is unclear fromthe draft section 5(e)
Order whether EPA w il consider data on chemcals simlar to the
new chem cal substance (e.g., analogues) for purposes of

establishing NCELs, or whether the Agency intends to require
testing of the individual chem cal substances.
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EPA Response: EPA generally regulates new chem cal substances
based on anal ogue data w thout data on the PMN substance itself,
and NCELs will be handled Iikew se. Please refer to EPA's earlier
response addressing standard setting.

11. Comrent : EPA al so should create procedures for nodifying
NCELs based on devel opnent of additional data, and shoul d provide
affected parties with a specific nechanismto provide this data
voluntarily and to petition the Agency for a pronpt nodification of
NCELs. This would ensure that any NCELs established reflect the
nmost up-to-date scientific information available, with the m ni num
burden possible placed on EPA' s adm nistrative resources. Such
met hodol ogy and procedures should be devel oped and i ncorporated
into EPA's draft proposal.

12. Comment (SPlI): EPA says if nore data becones avail able, the
Agency could revoke or nodify the NCEL. There should be a
procedure for this review including a tinme limt and "hamrer"
provisions if EPA fails to act (p. 3 cover letter).

13. Comment (CMA): A nechanismis needed to assure that, when new
test data are available on Section 5(e) chemi cals, the applicable
NCEL will be pronptly nodified or elimnated. An increasing nunber
of Section 5(e) Orders include testing requirenents designed to
devel op data on the end-points identified by EPA on the basis of
structural simlarities. Oten, the resulting data will show that
the new chemcal is less toxic than the EPA-identified analog. In
these instances, pronpt reconsideration of the NCEL will avoid
overly protective and stressful enployee workplace controls.

EPA Response: All TSCA "5(e) Orders contain a "Mdification and
Revocation"” section with provisions authorizing such nodifications
or revocations based on new information. EPA will consider test
data received on the new chem cal substance and other information
bearing on the risk associated with the substance, and will nodify
or revoke the NCEL if the data evaluation changes EPA's
determ nation of potential unreasonable risk. Such nodifications
or revocations will be drafted in accordance with the New Chem ca
Programis (NCP s) general policy which eval uates cases and requests
in the order in which they are received. The NCP is engaged in an
ongoi ng process to streamine its new chem cal review to expedite
such deci si ons.

14. Comment (CVA) : In devel opi ng a net hodol ogy for NCELs, EPA
should also clarify the conditions under which a Short Term
Exposure Limt (STEL) will be established. For many new chem cal s,
STELs wil|l be unwarranted. Were the driving force of a Section
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5(e) order is chronic health concerns based on structural
simlarities, these concerns will be best addressed by a PEL.
STELs should be [imted to situations where the new substance is
known or suspected to present an acute health hazard or where
short-term peak exposures are known or suspected to contribute to
the risk of chronic health effects. ACEH has backed away from
setting STELs except in these situations. EPA should be consi stent
inits new chem cals program

EPA Response: Most NCELs wi Il be based on chronic endpoints, and
consequently the average exposure over tine is nore inportant than
acute exposure. EPA concurs with CVA's comments regardi ng STELs.

EPA anti ci pates establishing STELs only in cases where there is a
potential acute health hazard, or, in CVA's words, "where short-
term peak exposures are known or suspected to contribute to the
risk of <chronic health effects.” In other cases, the STEL
provisions will be deleted fromthe section 5(e) Order. To date,
EPA has not issued a "5(e) Order containing a STEL

IV. ANALYTICAL METHOD

A. Method Approval by EPA

1. Comment (SPI): EPA should not require conpanies to submt
anal ytical nmethods to EPA for approval. The approach suggested by
OSHA in its health standards, that the nmethod be denonstrably
accurate and precise within specified limts is nore appropriate
because it is a performance standard rather than a specification
standard. So |long as accuracy and precision are naintained, the
means by which the results are achieved are of no consequence to
the regulator. The current NCEL approach is reflective of a bias
in EPA for standard nethods. Currently, OSHA rules specify +/- 25%
precision and a 95% confidence | evel and that the accuracy of the
met hod be docunent ed. See for exanple, the benzene standard
29 CFR 1910.1001(d)(6).

2. Conment (CVR): The extensive and extrenely detail ed sanpling,
anal ytical and nonitoring requirenents of the NCELs programare too
burdensone. As a result, very few conpanies, particularly small to
m d-size ones, wll choose to exercise the NCELs option as
currently witten. The requirenents should be streamined and
mandat e a perfornmance-oriented approach that parallels conparable
OSHA st andar ds.

3. Comment (CVA): Before a NCEL can be inplenented, EPA s draft
consent order would require Agency review and approval of the
anal ytical nethods developed by the PMN submtter. Thi s
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requirenent wll greatly add to the workl oad of industry and EPA
anal ytical chemsts. It is estimted that as nany as 200 person-
hours over a period of 180 days are necessary for nethod
devel opnent, validation and submttal. The introduction of
engi neering controls in lieu of respirators could al so be del ayed
for a considerable period if EPA does not conplete its review
pronptly. Should the Agency acquire additional information about
a proposed analytical nethod or should the internal EPA review
process becone protracted, PMN submtters and their custoners may
have no choice but to inplenent respirator prograns and to abandon
plans to install engineering controls if initial nonitoring shows
t hey are necessary.

OSHA standards do not mandate Agency approval of anal ytical
met hods. Rat her, they sinply establish m ninum requirenents for
the reliability/reproducibility of such nethods. As a result,
enpl oyers have the latitude to develop and validate nethods of
their own, neeting the general OSHA criteria. N OSH al ready has
established analytical met hods, while AIHA has accredited
| aboratories to perform the analyses. I ncorporation of this
approach into the NCELs program would provide simlar flexibility
and perfornmance orientation to conpanies subject to Section 5(e)
O ders.

4. Comment (CVA) : Further flexibility could be achieved by
allowng PW submtters to adopt established anal ytical nethods
devel oped by N OSH or other recognized sources for anal ogous
exi sting chem cals where the nmethods can be expected to be used
reliably for the new substances. In such situations, the submtter
should be relieved from the requirement of developing a new
anal ytical nmethod when the submtter can docunent that an existing
method is known to provide valid data for the new substance. @G ven
the substantial effort required to devel op new anal yti cal nethods,
the absence of this option could create major disincentives to
participate in the NCELs process.

5. Comment (CVRA): Does EPA intend to review sanpling strategies
before conpanies begin data collection? CVA recommends that
general analytical |aboratory and sanpling plans be acceptable to
avoi d unnecessary del ays and costs. Qur nenber conpany anal yti cal
chem sts express consi derabl e concern about EPA s specification for
new y devel oped industrial hygi ene sanpling and anal ytical nethods.

EPA's specification requires that a nmethod be usable across a
range of 2 x 10% Typical |aboratory requirenents, however,
dictate a range of 1 x 102 Specification for sanpling and
anal ytical requirenents should state the accuracy and precision
required rather than reliance on "approved" nethods.
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EPA Response: EPA is no longer requiring agency review and
approval of the conpany's sanpling and anal ytical nethod. |nstead,
the conpany nust submt its nmethod to an independent third-party
| aboratory for verification of the conpany's nethod validation
data. EPA believes this is necessary to ensure that there is an
adequate analytical nethod with which to accurately neasure
wor kpl ace concentrations of a new chem cal substance. EPA has al so
revised the NCELs provisions to allow use of an AIHA accredited | ab
as an alternative to conpliance wth TSCA G.PS, and to clarify that
many of the anal ytical nmethod requirenents in the NCELs provisions
apply only to nethod devel opnent/validation but not to subsequent
nmoni t ori ng. This nore performance-based approach has been
devel oped based on the NI OSH and OSHA net hod devel opnent criteria
currently applicable to the chemcal industry (see Attachnent |1 -

Li st of References). Simlarly, EPA does not review sanpling
strategies, but rather has established nonitoring requirenments
nodel ed closely after OSHA requirenents. EPA expects that the

NCELs revisions mnimzing inconsistencies with OSHA requirenents
w Il make NCELs nore feasible for conpanies to use.

B. Method Quantitation Range

1. Comment (NIOGSH): NCEL quantitation limt (NQ) (page 16): The
NCEL definition of "quantitation limt" proposes a new term
different than the wusual analytical definition of "limt of
quantitation"” (LOQ used by the Anerican Chem cal Society (ACS) and
NIl OSH chem st s. To avoid confusion wth existing usage, a term
other than "quantitation limt" should be specified. It appears
that what is really being specified by EPA are precision and
accuracy requirenents covering a range of 0.1 to 2,000

time the NCEL. 1Is it necessary to specify precision and accuracy
up to 2,000 tinmes the NCEL? Wat happens if the nmethod cannot neet
this requirenents?

2. Comment ( OSHA) : Since the type of respiratory protection
required is based on concentration thresholds greatly above the
NCEL, | wunderstand the reason for the requirenent in section

B.(4) (i) that the anal ytical nmethod be capable of quantifying the
new PMN substances fromthe NQ through 2,000 tines the NCEL. The
ability to neasure concentrations over such a w de range may be
restricted in many cases by limted flexibility in the sanpling
pr ocedure.

3. Comment (CVA):  An NQL of 2 or 3 levels below the NCEL shoul d
be sufficient, especially if the detection |imt signal to noise
ratio is set at five to one. If the NCEL is set at a ppb level, it
will be inpossible to reach an order of magnitude bel ow t he NCEL

particularly for short-term sanples.
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4. Comment (SPl): Page 16 (4)(i) - EPA shoul d define and provide
justification for "one order of magnitude."

5. Comment (SPI): Page 16 - It is unclear why the difference of
the NQL and the NCEL doesn't vary with the magni tude of the NCEL

EPA Response: EPA's original requirenent for the nethod to be
capabl e of quantifying the PMN substance up to 2,000 tinmes the NCEL
was included to ensure the anal ytical nmethod would be reliable at
hi gher concentrations where 19-C air-supplied respiratory
protection (wth a NI OSH Assigned Protection Factor (APF) of 2,000)
may be necessitated by the nonitoring results. For | ower
concentrations, EPA based the frequency of nonitoring upon the
action level (AL = 0.5 NCEL). Thus, the nethod nust be reliable
bel ow the action level. One order of magnitude bel ow t he NCEL was
considered reasonable to ensure a practical yet smaller range
around the AL.

EPA has changed the NCELs provisions to state that the
anal yti cal method should be able to reliably quantify
concentrations across the full range of expected exposures. At a
m ni mum the nethod nust have a lower quantitation limt of one
half the NCEL (instead of 0.1 x NCEL) and an upper quantitation
capability of twice the NCEL (instead of 2,000 x NCEL). This new
range is consistent with existing OSHA rules. | f, however, the
conpany obtains a nonitoring sanple that is nore than 10% above the
upper quantitation limt of the analytical nethod, exposed workers
must wear a 19-C supplied-air respirator. O course, the conpany
may decide to use a self-contained breathing apparatus (SCBA) when
very high exposures are present due to energency or other
conditions (see paragraphs (d)(5) and (e)(2) of the revised "5(e)
Order provisions).

C. Method Performance Requirements

1. Comment (NI OSH) : Paragraph (4)(iv) (page 17); Specifies
spiking at 0.5, 1.0, and 2.0 tinmes the NCEL to determne the
percent recovery. N OSH net hods devel opnent procedures al so cal
for spiking at 0.1 tines the selected |evel.

2. Comment (NI OSH) : Precision - relative difference: The
calculation of relative percent difference (RPD) is not conplete.
The resulting value fromthe cal cul ati on should be rmultiplied by
100. RPD does not convey nuch informati on about nethod precision.
A nmethod with an RPD of 40% would have a relative standard
deviation (RSD) of 27.9% This is not very precise.
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3. Coment (NIOSH): Calcul ated percent recovery: \Wat is neant
by controlled environnment? The nunber of sanples specified for
cal cul ati ng percent recovery do not provide nmuch statistical power
for assessing percent recovery. During nmethod devel opnent, at
least 5 matrix spi kes should be run each at 0.5 NCEL, at NCEL, at
2 times NCEL. It also would be useful to run 6 spikes at the NQL.

(This range does not agree with the range specified on page 16.)

During net hod devel opnent, the cal cul ated percent of recovery is
to be determned by at least 7 matrix spikes over the range 0.5 to
2 tinmes the NCEL. This range does not agree with the range
speci fied on page 16. Specifications for the recoveries of matrix
spi kes anal yzed during subsequent nonitoring al so should be stated.

4. Comment (NI OSH) : Desorption efficiency and sanple storage
study (pages 18-19): How does "desorption efficiency" differ in
principal from"cal cul ated percent recovery?" The requirenents for
storage studies do not specify the length of storage (e.g., for 30
days to accommpbdat e sanpl e shipnent and | ab del ays).

5. Comment ( OSHA) : Section B.(4)(iv) states that the percent
recovery for a matrix spike nust be at |east 70% while section
B.(4)(vi) states that the desorption efficiency nust be at |east
75% \When adsorbent tube sanplers are used, the "matrix spikes,"
at the NCEL, of section B.(4)(iv) and the desorption efficiency
sanples of section B.(4)(vi) are identical, therefore is the
different criteria of 70%in Section B.(4)(iv) and 75% i n section
B.(4)(vi) intentional? The 70%criteria for the matrix spi kes of
section B.(4)(iv) that are at 0.5 the NCEL may be appropriate for
allowng for the slight drop in desorption efficiency for smaller
sanpl er | oadings, which is sonetines typical

6. Comment (SPI): One nust be able to denonstrate that (1) the
sanpl es are quantitative, (2) repeatable, and (3) predictable. The
first refers to the fact that sanpling nethods should recover a
fixed anount or proportion of a known quantity of material under
specified conditions. The second refers to the fact that under
specified conditions, the nmethod should recover the sane quantity
of material. The last indicates that one should be able to predict
on the basis of observable facts what the correction factor should
be. One hundred percent recovery is not only infeasible, it is
scientifically unnecessary.
So long as one can be sure that, for exanple 50% of a nateri al
IS recovered, sinple arithmetic can conpensate for the
nmet hodol ogi cal inefficiency. This is what is nmeant by systematic
bias in statistics and is of no concern with respect to the purpose
of workplace nonitoring--the assurance of protection of workers.
Moreover, if we know that other factors will change sanpling
efficiency, such as humdity with many nethods, we need only add
that factor into our arithnmetic to conpensate for the inperfection
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of human observation. The key is being able to relate what is in
the air to what is happening to the worker.

EPA Response: EPA has added spiking levels to the nethod
devel opment criteria for matrix spikes and has followed N OSH
met hod devel opnent criteria. Direct spiking of the sanpling

cartridge or controlled atnosphere studies can provide this
information. Matrix spikes using direct spiking followed by the
passage of a certain volune of air or controll ed at nosphere studies
must neet a 75%to 125% recovery criteria. Desorption efficiencies
are generally determ ned fromdirect spiking on the adsorbent tube.

Desorption efficiencies nust be 75% or greater. Preci sion
requi renents have been changed to incorporate the N OSH OSHA
preci sion and accuracy targets. For exanple, accuracy has been
defined as + 25% with 95% confidence. This wll elimnate the
relative percent difference (RPD) issue. A precise nethod is
desirabl e, but |ow recoveries (<60% bring into question the actual
adequacy of the nethod. EPA has allowed for the correction of
recoveries wwthin certain limts.

D. NCELs Quality Assurance Requirements

1. Comrent (ETAD): Second, the quality assurance ("QA")
requirenments in the proposed NCELs programdiffer from and are far
nore stringent than, current OSHA good | aboratory practices ("GP")
requirenments. There is no justification for inposing different and
nmore stringent requirenments on new chemcals than on existing
chemcals. This is a particular concern of the dye industry, which
is responsible for a significant nunber of PMN subm ssions and
therefore would be affected to a greater extent than many other
i ndustri es. EPA should follow the OSHA GLP requirenents in its
NCELs program

2. Comrent (SOCMA): The quality assurance ("QA") requirenents
contained in the proposed NCELs program differ from and are far
nmore stringent than, current OSHA good | aboratory practices ("GP")
requi renents. SOCVA submts that there is no material difference
bet ween wor kpl ace exposure to new chem cals and exi sting
chemcals to justify EPA inposing different and nore burdensone QA
requi renents. EPA should follow the OSHA GLP requirenents in its
NCELs program

3. Comment (CMA): The burdens associated with nethod devel oprent
will be magnified by the |evel of detail required in Part B of the
proposed NCELs program ("Approval of Sanpling and Analytical
Met hod") and the inclusion of the OPPT Cui dance Docunent for the
Preparation of Quality Assurance Project Plans in the appendi x.

Stringent quality assurance requirenents for sanpling and anal ysis
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in the new chem cal programw |l not add to the quality of the data
coll ected, but rather will unnecessarily increase costs.

4. Comment (CMVA) : In this regard, major changes in standard
i ndustrial hygiene practices would be necessary as a result of
EPA's proposal to require the use of Good Laboratory Practice (G.P)
requi renents under TSCA, not only for analytical met hods
devel opnent but for the collection and analysis of workplace
sanpl es. No conparabl e requirenents have been inposed under OSHA
standards. OSHA regulations identify a level of quality contro
that nust be net, not how that |evel of quality control is net.
AlHA approves certain Industrial Hygiene |aboratories that
denonstrates they neet certain levels of quality assurance. Wile
| aboratories accredited by Al HA now have adequate quality assurance
prograns, they would not necessarily neet the stringent standards
of EPA's GLP regulations. Mnitoring the practices of certified
| aboratories to conform to the EPA requirenents would be
di sruptive, costly and unnecessary, particularly in view of the
absence of conparable G.P requirenents in existing OSHA regul ations
establishing workplace limts.

5. Conment (SOCVA): The proposed NCELs program woul d i npose very
specific, burdensone and costly recordkeeping and reporting
requi renents on regulated parties. However, nmuch of the sane
information could be obtained in a nuch | ess burdensone and costly
manner through the use of existing |aboratory standard operating
procedures ("SOPs"). EPA should include a nechanism allow ng the
use of SOPs in lieu of NCELs procedures where conparabl e.

6. Comrent (SPI): The quality assurance (QA)/quality contro
(Q) nethods appear to mrror Superfund criteria. These nmay be
acceptabl e for existing chem cals where QA nethods have | ong been
establ i shed and formalized but are not practical for new chem cal s.

7. Comrent (SPI): The QA requirenents also go beyond current
OSHA or EPA GLP requirenents under other statutes adm nistered by
t he Agency, e.g., FIFRA

The NCEL approach as drafted will not alleviate the burdens
posed by the existing 5(e) consent order process and may place new
burdens on affected conpanies. Additionally, there my be a
| oophole in the NCEL approach if the production is halted at
appropriate intervals |evels.

8. Conment (SPI): Page 3, paragraph (d) - It is unclear whether
t hi s paragraph neans both sanpling and anal yti cal nmust neet EPA G.P
requirenents. W would not expect EPA to review a sanpling
strategy before sanples are collected. W anticipate EPAw Il only
want the anal ytical and general sanpling plan. The tine and effort
required to devel op a new anal yti cal nethod could be as nuch as 180
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days for nethod devel opnment and validation (30-60 days with storage
eval uation data, 30-60 days for internal review and approval and
15-60 days for collection of nonitoring sanples and anal ysis of
t hese sanpl es).

9. Comrent (SPI): EPA G.Ps are not necessary if the standard
requires the docunentation of accuracy and precision as noted
above. Moreover, many of the requirenents found in the G.Ps are
necessary for performng scientific studies where the purpose is to
carefully control a limted nunber of independent variables. This
is not the case in workplace air sanpling and nonitoring. Rather,
here the objective is nore akin to quality control sanpling: the
hypothesis to be tested is whether the exposures are above the
limts. EPA should not be concerned how nuch bel ow, or precisely
how much above the NCEL exposures are, so long as the correct
deci sion regarding protective equipnent and the adequacy of the
controls can be made. EPA should keep in mnd that increases in
scientific certainty conme at a significant cost, and in sone cases,
such as this, the increased information adds nothing to the
deci si on nmaki ng process that is to be foll owed.

EPA Response: OSHA does not require G.Ps. However, the Anmerican
I ndustrial Hygi ene Association (AIHA) Industrial Hygiene Laboratory
Accreditation Program (I HLAP) was created in response to requests
from OSHA and NIOSH to ensure the availability of |abs providing
reliable IH data to docunent conpliance with OSHA PELs. The Al HA
| HLAP has accredited over 300 | abs.

TSCA G.PS are designed to specify m ni num procedures to ensure
accurate data. According to 40 CFR 792.1(c), "[i]t is the Agency's
policy that all data devel oped under section 5 of TSCA should be in
accordance wth" TSCA GLPS. Therefore, EPA has retained the
requi rement for conpliance with TSCA G.PS. However, EPA recogni zes
that routine IH nmonitoring is not the typical "study" for which
TSCA G.PS are required, and that there are alternative ways to
ensure accurate data. Therefore, EPA has revised this requirenent
to accept use of a laboratory accredited by the AITHA | HLAP, or
anot her conparabl e program approved in advance in witing by EPA
as an alternative to conpliance with TSCA G.PS.

EPA has al so revised the NCELs provisions to clarify that:
(1) the contents of the sanpling and anal ytical nmethod no | onger
must satisfy specified portions of the OIS Gui dance Docunent for
the Preparation of Quality Assurance Project Plans; (2) TSCA GPS
do not apply to NCELs nethod devel opnent ("The term 'study' does
not include basic exploratory studies carried out to determ ne
whether a test substance or a test nethod has any potential
utility.” 40 CFR 792.3), but do apply to nmethod verification and
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actual nonitoring; and (3) certain provisions of the TSCA G.PS
related to toxicity testing in |aboratory animls, such as 40 CFR
792. 43 ("Test systemcare facilities"), 792.45 ("Test system supply
facilities") and 792.90 ("Aninmal and other test systemcare"), are
clearly inapplicable to the NCELs requirenents.

E. Sampling Device Capacity

1. Conment (NIOSH): Sanpling device capacity (page 18); in order
to determ ne sanpler capacity, the flowrate at which the anal yte
is collected should be specified, along with volunme and mass of
analyte. The humdity used for capacity determ nation should be
appropriate to each anal yte. In many instances, high relative
hum dity reduces the capacity of a sorbent for an analyte, but in
sone cases, |low humdity may be nore restrictive.

2. Comment (OSHA): Because it is possible to have a sanpler
whose capacity is enhanced by humdity, it may be appropriate to
include a requirenment in section B.(4)(v) which specifies that if
humdity is determined to enhance sanpler capacity, the capacity
tests should be performed with dry air, which would be the worst-
case condition. W currently have two net hods devel opnent projects
in progress, one for nmethanol and one for phthalic anhydride, in
whi ch we have found sanpler capacity significantly enhanced by
i ncreased humdity.

3. Comment (SPI): A relative humdity of 80% nmay not be
conpatible with the properties of the substance bei ng neasured.

- Col l ection efficiency of the collection device needs to
be taken into account.

- "You nust take sanple without any loss." That is totally
infeasible, even with the nobst innovative sanpling
t echni ques.

4. Comment (SPI): Represent ati veness requirenent may not be
consistent wth the humdity requirenent on p. 18.

5. Comment (CMA): Page 18: The requirenent that sanpling
devices nust be capable of collecting sanples without loss is
inpractical. Studies of three weeks in length are sufficient to
determne any loss due to storage. Change "absorbent"” to
"adsorbent." For adsorbent tube nonitoring, breakthrough should be

defined as greater than 25% of the analyte detected in the backup
section rather than 5% of upstream concentration. This standard is
used by professional industrial hygienists and industrial hygiene
| aboratories. It is far easier to analyze a backup section of a
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sanpling tube or filter than to determ ne upstream headspace
concentrations.

Must the sanpling device capacity and desorption efficiency be
determined in a controlled environnment (generating a known vapor
concentration), or can these factors be determ ned by draw ng a
known volume of air through a matrix spike? CMA believes this
choice should be left to the discretion of the |aboratory
responsi ble for developing the nmethod as |long as appropriate
docunentation is avail abl e.

6. Conment (CVRA): Page 19: Can either vapor-generated or matrix
spi kes be used to determine rel ative percent difference?

7. Comrent ( CMA) : If less than a 30% difference is seen in
percent recovery or in the sanpling device capacity at ow humdity
(5-25%9 and high humdity (75-95%, then the nethod should be
deened valid at any humdity |evel. (Corrections of up to 30%
should be applied based on the data generated in the humdity
studies.) |If the difference between the results is nore than 30%
then a md-range (40-60% relative humdity study is recomended.
Corrections for humdity differences wll be nmade based on the
three data points generated.
Section (8) on representativeness is too restrictive. Wile
different workplaces may have different environnents, it is not

necessary to test themall. A laboratory will reviewthe nmethod to
avoid interferences. As long as high humdity is taken into
consi deration, other changes in the environnent (i.e., lighting,
presence of other chem cals) would not nornmally affect the nethod.
EPA Response: In instances where sanpler capacity is enhanced by
high humdity, the capacity determ nation should be conducted with
dry air. 1In general, humdity requirenments have been changed to be

nore practical, but the humdity used for capacity determ nation
shoul d be appropriate to each analyte. The NCELs | anguage has been
revised to be nore consistent wth NIOSH and OSHA. Met hods usi ng
adsorbent tubes as the collection nmedium are allowed, provided
evi dence of the capacity is provided in the form of Dbreakthrough
testing. The efficiency of the collection device has been
consi dered and addressed in the NCELs | anguage. EPA encour ages
conpanies to include these types of details in their witten
description of the analytical nethod.

F. Fiber Structure

1. Comment (NI OSH) : Page 21: "... the fiber chem cal
conposition and nature..." This section should also include an
addi tional requirenent about the physical nature or structure of
the fiber, specifically how does the fiber behave (does it split
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longitudinally into additional fibers or smaller dianeters?).
Al so, the surface properties of the fiber are inportant and may not
be included in the term"chem cal conposition and nature."

2. Comment (Labor): Item 10 on Fibers (pp 21-22) fails to
address the respirability of fibers. Since the NCEL focus rests on
i nhal ati on exposures, and presunably hazards/health effects
resulting frominhal ation, an NCELs for a fiber nust be based on a
TWA for fiber sizes which are respirable. Thus, the sanpling and
anal ytical nethods developed or wused nust define what is a
respirable fiber (i.e., fiber diameter and aspect ratio) for
establ i shing an NCEL.

3. Comment (Labor): If the characterization of fiber size
distribution performed on both bulk fiber and on air sanples
collected in the workplace (as called for in this draft) establish
that no respirable fibers are present, then an NCEL for total dust
shoul d be devel oped.

4. Comment (CMA): Page 21: Transm ssion el ectron m croscopy
should not be required for fiber analysis. Anal ysis by 1ight
m croscopy is sufficient.

5. Comment (SPlI): "Fibers" needs to be defined. There should be
threshol d parameters for this definition

EPA Response: EPA has del eted the paragraph pertaining to fibers.

G. Continuing Calibration

1. Comment (NI GSH) : Instrunment calibration (page 17): \Wekly
calibration of a method is too infrequent. NI OSH calibration
standards are typically intermxed wth sanples to account for
m nimal instrunment variation during analysis. The nethod is then
calibrated after the analyses are conpl eted. For the "initial"
calibration curve, the | owest chem cal standard should be bel ow the
NQL, not at the NQL. In fact, a chem cal standard shoul d not be at
or below the LOD concentrati on.

2. Comrent (CMVA) : Page 17: What does the term "continuing
calibration sanple" nean in this context? Does it refer to a
standard that is used fromone week to the next, to a new standard
made up each week that sanples are conpared to, or is sone other
meani ng i nt ended?

EPA Response: Calibration nust be conducted before anal yses and
every tenth sanple during analysis. These calibrations are
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conducted to assess instrunment stability. A calibration sanple
refers to a standard close to the NCEL, which is run with every
bat ch of sanples and used to establish a tinme |limt associated with
the stability of the standards.

H. Definitions

1. Comment (NICSH): Limt of detection (LOD) (page 16): ACS or
Nl OSH definitions should be considered. W have encl osed recently
finalized N OSH standard operating procedures for industrial
hygi ene sanpling and chemcal analysis that include N OSH
definitions for LOD and LOQ.

2. Comment (SPl): The duplicate sanple definitions needs to be
clarified.

EPA Response: EPA has nmade these definition consistent wwth N OSH
and the American Chem cal Society (ACS).

I. NCEL below LOD

1. Comment (CMVA): I f the devel opnent of the anal ytical nethod
indicates that the NCEL is below the limt of detection, a
mechani sm nust be available for conpanies to neet with EPA and
negoti ate a change in the proposed limt.

EPA Response: The NCELs option will not be possible if the nethod
cannot reliably neasure the action level. A re-evaluation of the
NCEL nay be possible based on the health risks and technol ogi cal
feasibility, but an upward adjustnent of the NCEL cannot be
guar ant eed.

J. Sampling Intervals

1. Comrent : NCEL Flow Chart - The requirenent that periodic
nmoni toring should be continued until two sanples, not less than
seven days apart, are below the action level is unscientific. A
nmore correct approach is to require that the sanples be
representative of the exposure of the workers who are being
protected. The question is one of selecting an unbiased sanple to
reflect accurately the exposure being nonitored, and an arbitrary
seven day period between sanples is no nore scientific than any
other arbitrary period. Selecting an unbiased sanple period is not
a question of proximty in time, but of being able to support the
conclusion that the data are accurate by observations show ng that
the selection of the sanple period was unbi ased.
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It is equally likely that for nost processes under the right
circunstances, two sanples collected on consecutive days nay be
nore representative of the worker's total exposure than two sanpl es
taken seven days or nore apart. EPA should not specify a tine
period, but should require only that there be sone objective
evi dence that the sanples collected are representati ve.

2. Conment: Page 25: The requirenent in Section (3) for taking
measurenents at | east seven days apart should be revised. Sanples
should be taken when an operation is running and when the
opportunity for exposure is high, rather than at a set interval of
seven days.

EPA Response: The flow chart has been deleted. EPA s revisions to
the NCELs provisions reduce the nonitoring requirement for
"Reductions in Respiratory Protection® and "Termnations of
Periodic Monitoring” fromtwo consecutive neasurenents at |east 7
days apart (as required by OSHA) to two consecutive neasurenents at
| east 24 hours apart for batch production processes of durations
less than 7 days, provided that these neasurenents accurately
reflect the highest peak exposures and variability in exposure.

K. Changes Affecting Validity of the Method

1. Comment (SPlI): Page 20 (9) - "Changes affecting validity" are
difficult to manage and enforce. This requirenent needs further
clarification.

2. Comrent ( CMA) : A further disincentive to using the NCELs
process is the proposed requirenent to revalidate sanpling and
anal ytical nethods where "changes in the workplace environnent"
could affect the validity of those nethods. As proposed, this
open-ended approach could require revalidation, with all the
attendant effort and expense, in situations where changes in the
wor kpl ace are unlikely to affect a nethod's validity. A better
approach is to require revalidation only where there is strong
evi dence to suspect that a workplace change will in fact inpair the
method's validity--i.e., when a new conpound introduced to the
wor kpl ace environnent is known to interfere with detection of the
PMN subst ance.

EPA Response: EPA agrees and has anended the | anguage to place the
responsibility upon industry to revalidate the nmethod when changes
in the workplace are reasonably likely to invalidate the accuracy
of the sanpling and anal ytical nethod.

L. Other Sampling Methods
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1. Comment (NIGOSH): Approval of sanpling and anal ytical nethods
(page 15): section should include reference to interferents that
may i nfluence the analytical outcone. The section is oriented to
solid sorbent nedia collection. Oher collection nedia should be
addressed as wel | .

2. Comment (SPlI): The NCEL | anguage should be nore generically
witten so that a conpany woul d have nore latitude in determ ning
the type and quantity of air nonitoring to be acconpli shed.

EPA Response: The section in question has been revised to be |ess
focused on any one particul ar nethodol ogy and nore inclusive of
ot her avail abl e sanpli ng net hodol ogi es.

M. Measurement Properties

1. Comment (NICSH): Contents of subm ssion (page 15): The text
should refer to "chem cal and physical properties" of the given
substance rather than "Properties pertinent to its neasurenent."”

EPA Response: The "contents of subm ssion” provision has been
del et ed.

V. MONITORING REQUIREMENTS

1. Comment (SPlI): NCEL Fl ow Chart - The requirenent that periodic
nmoni toring should be continued until two sanples, not less than
seven days apart, are below the action levels is unscientific. A
nmore correct approach is to require that the sanples be
representative of the exposure of the workers who are being
protected. The question is one of selecting an unbiased sanple to
reflect accurately the exposure being nonitored, and an arbitrary
seven day period between sanples is no nore scientific than any
other arbitrary period. Selecting an unbiased sanple period is not
a question of proximty in time, but of being able to support the
conclusion that the data are accurate by observations show ng that
the selection of the sanple period was unbi ased.

It is equally likely that for nost processes under the right
circunstances, two sanples collected on consecutive days nay be
nore representative of the worker's total exposure than two sanpl es
taken seven days or nore apart. EPA shoul d not specify a tine
period, but should require only that there be sone objective
evi dence that the sanples collected are representati ve.

2. Comment (CMVA): Page 25: The requirement in Section (3) for
taki ng neasurenents at |east seven days apart should be revised.
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Sanpl es shoul d be taken when an operation is running and when the
opportunity for exposure is high, rather than at a set interval of
seven days.

EPA Response: EPA' s revisions to the NCELs provisions reduce the
nmonitoring requirenent for "Reductions in Respiratory Protection”
and "Termnation of Periodic Mnitoring” from 2 consecutive
measurenents at |least 7 days apart (as required by OSHA), to 2
consecutive neasurenents at least 24 hours apart for batch
production processes of durations |less than 7 days, provided that
t hese neasurenents accurately reflect the highest peak exposures
and variability in exposure.

3. Conment (SOCMA): The NCELs Flow chart indicates that periodic
monitoring is required at | east every 6 nonths if two consecutive
measurenents below the acceptable Iimt at |east 7 days apart
cannot be obtained. This suggests that if the initial neasurenent
exceeds the acceptable Iimt, workers would be required to wear
respirators for 7 days pending the second neasurenment. EPA should
provi de an enployer with the option of taking a second neasurenent
i mredi ately upon receipt of the result of the first to determ ne
whether the initial reading was due to an analytical error, an
unusual circunstance, or was a "true" reading of workplace
exposure.

4. Comment (CMA) : The nonitoring requirenments are nunerous,
variable, and often vague. The imense effort to achieve
conpliance, in addition to the considerable requirements for

recordkeeping, is not conducive to industry adoption. For exanple,
if a chemcal is detected at a concentration that is over the
"acceptable Iimt," does the conpany collect two sanples, 7 days
apart? |If so, what protection is required for workers between
t hese sanpling events, i.e., nust respirators be worn for 7 days?
CVA believes that i medi ate renmeasurenent follow ng detection of
an unacceptabl e concentration should be allowed in the proposed
requirenment to determne if the initial result represented a "blip"
(such as a process upset) or is indicative of normal operations.
The periodic nmonitoring requirements are not sufficiently
flexible for conpanies who use batch processes. In addition,
monitoring in the event of a spill is unrealistic--it would be
preferable to have protected personnel clean up the spil
imedi ately, rather than wait until the nonitoring teamarrives to
t ake sanpl es.

EPA Response: The flow chart was intended to help illustrate the
relations between the various NCELs provisions. It has been
del et ed.




33

The NCELs requirenents were derived from OSHA existing
requi renents, with nodifications nade where appropriate. The "2
consecutive mneasurenents taken seven days apart" |anguage was
copied from OSHA conprehensive standards. |[|f a conpany wants to
decrease the nonitoring or respirator requirenents after a chemca
is detected at a concentration that is over the NCEL, the conpany
would need to collect two sanples, seven days apart. In this
event, appropriate personal protective equipnent, including
respirators, would have to be worn during the intervening seven
days if workers would otherw se be exposed to the PMN substance.

The | anguage is sufficiently flexible for batch processes as
it only requires nonitoring in the event the substance is actually
being nmanufactured, processed, or wused during a specified
nmoni toring period. Additionally, EPA's revisions to the NCELs
provi sions reduce the nonitoring requirenent for "Reductions in
Respiratory Protection"” and "Term nation of Periodic Mnitoring"
from 2 consecutive nmeasurenents at |east 7 days apart (as required
by OSHA), to 2 consecutive neasurenents at | east 24 hours apart for
bat ch production processes of durations |ess than 7 days, provided
that these neasurenents accurately reflect the highest peak
exposures and variability in exposure.

The NCELs | anguage applicable to spills has been nodified to
enabl e appropriate clean-up efforts to take place, with workers
wearing appropriate personal protective equipnent before, or in
conjunction with nonitoring.

5. Comrent (Labor): In general, we endorse the proposed "New
Chem cal Exposure Limts" section as an alternative to be used to
address inhalation hazards. This can represent a nmajor step

forward for worker protection owng to the inherent questionable
reliability of respiratory protection prograns. However, the very
nature of a "new chem cal substance"” infers a certain lack of
know edge regardi ng human exposure heal th consequences both acute
and nore troubling, chronic, which places an added burden on both
EPA and the enployer with regard to worker protection. I n that
regard, the NCEL approach nust be based upon this recognition
Consi dering this, the proposed periodic nonitoring requirenent of
every 6 nonths unless E(5) [now (d)(5)] is triggered, is seriously
deficient. Further, additional nonitoring "within 7 days" if E(5)
is triggered is |likewi se deficient. A substantial change in the
nmonitoring requirenents is needed. Periodic nonitoring should al so
be based upon or keyed to the Action Level.

EPA Response: The nonitoring requirenents were devel oped based on
existing nonitoring requirenments in OSHA standards, such as for
benzene (29 CFR 1910.1028). The periodic nonitoring requirenents
for OSHA standards vary fromno requirenents (29 CFR 1910.1000) to




34

monthly, quarterly, every 6 nonths, or annually. For exanpl e,
OSHA' s benzene standard requires periodic nmonitoring at |east every
six nonths, triggered by neasurenents above the TWA, but only
annual ly for neasurenents between the TWA and the action |evel.
EPA, in the NCELs |anguage, has strived to maintain consistency
with the OSHA requirenents, as appropriate. EPA considers 6 nonths
to be a reasonable period of time in which to take such
measurenents when prior nonitoring did not exceed the NCEL, and
represents an average or nedian value anong the differing OSHA
nmonitoring requirenents. However, where prior nonitoring exceeds
the NCEL, EPA has revised the NCELs provisions to require periodic
nmoni toring every 3 nonths.

EPA has nodified the | anguage to address the comment regarding
"Within 7 days" to clarify that nonitoring shall take place within
7 days of: (1) a change in the production volune, process, control
equi pnent, personnel or work practices that may reasonably cause
new or additional exposures to the PMN substance, (2) spills,
| eaks, ruptures or other breakdowns which occur that may reasonably
cause new or additional exposures to the PMN substance, or (3) when
t he conpany has any reason to believe or suspect a change that may
reasonably result in new or additional exposures to the PM
substance. Additional |anguage nmakes clear that in no event is the
additional nonitoring requirenent in subparagraph (d)(5)(a)
intended to delay inplenentation of any necessary cl eanup or ot her
remedi al action. During any such operations that may occur before
commenci ng additional nonitoring, the conpany shall ensure that
potentially exposed persons use at |east the respiratory protection
specified in subsection (d) based on the neasured airborne
concentration, or nore protective respiratory equipnent deened
appropriate by the best professional judgnment of a technically
qualified expert. The nodifications are nore consistent with
exi sting OSHA st andards.

6. Comment (SPl): The NCELs | anguage should be nore generically
witten so that a conpany woul d have nore latitude in determ ning
the type and quantity of air nonitoring to be acconplished.

EPA Response: The requirenents are consistent with current OSHA
requirenments. There is sufficient latitude within the requirenents
to accommodat e changes in production. |If the OSHA requirenents for
nmonitoring are revised, EPA  w | re-evaluate the NCELs
requirenments. EPA is also aware that OSHA is currently devel opi ng
a Ceneric Exposure Mnitoring Standard which, if appropriate, could
be adopted by EPA

NOTE:  Suppl emental comments were submtted by CMA in March
1993 (not included verbatimhere) the primary gist of which was to
urge that EPA should allow statistical approaches to anal yses of
monitoring results. Again, this would go beyond current OSHA
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requi renents, and EPA wll generally defer to OSHA's lead in
devel oping policy on regulating workplace exposures. EPA may
explore the subject further if resources becone avail abl e.

7. Comment (SPI): There may be a | oophole in the NCEL approach if
the production is halted at appropriate interval |evels.

EPA Response: The NCELs | anguage does not require nonitoring if
t he substance is not manufactured, processed or used during a given
6- nont h cal endar peri od.

8. Comment (SPI): Gven the potential overlap with OSHA, we urge
EPA to defer to OSHA regarding the air nonitoring and workpl ace
control aspects discussed in the draft order.

EPA Response: EPA is required by law to adm nister Section 5 of
TSCA, and to the extent that the Agency's mandate is to prevent,
anong ot her things, unreasonable risk to human health, it is well
within EPA's purview to inpose requirenents to effect risk
reducti on which may occasionally overlap with OSHA requirenents.

The NCELs general nonitoring requirenments are based on existing
OSHA requirenents for protecting workers from airborne exposure to
chem cals and are consistent with OSHA regul ati ons designed for
that very purpose. EPA will consider changes nade to OSHA
nmoni toring and wor kpl ace control requirements in the NCELS program

9. Comment (NIOSH): Should include provision for exposure regines
of nore than 8 hours duration.

10. Comrent (SPI): Page 22 - It is unclear in the draft how a
conmpany woul d handl e workshifts of nore than 8 hours. One nmay have
to ratio down the TWA or leave it the sane.

Page 22-c(1) - Wuere increased workshift schedul es exist, an
8 hour-TWA wi |l not be adequate.

Page 27 - 8 hour-TWA - Alternative workshifts need to be
consi dered here too.

EPA Response: EPA has elected to establish New Chem cal Exposure
Limts based on the conventional 8-hour day, 40 hour work week, as
is commonly done for exposure |imts set by the ACAH and OSHA

However, EPA recognizes that other work regines my exist and
protection provided should be equivalent to that provided to
wor kers with conventional schedules. There is guidance presented
in both the ACAH TLV Handbook and in Patty's Industrial Hygiene
and Toxi col ogy (standard industrial hygiene reference texts). EPA
suggests that these references or other equivalent references be
consulted to address this issue. These approaches reduce the
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exposure limt proportionally for increased exposure tinme, and for
reduced recovery (non-exposure) tine.

11. Comment (SPI): The period should be defined to determ ne
changes i n production vol une.

EPA Response: The requirenents for periods of neasurenent were
based on existing OSHA requirenents, with m nor nodifications nade
as necessary to allow flexibility for small volunme, batch
operations. The | anguage has been clarified to reflect the OSHA
| anguage on nonitoring. This wll clarify the sanpling
requi renents and help in maintaining consistency wth applicable
OSHA requirenents. The | anguage addressing spills has been
nodi fied to be nore consistent with existing OSHA requirenents.
The | anguage is sufficiently flexible for batch processes as it
only requires nonitoring if the substance is actually being
manuf act ured, processed, or used.

12. Comment (Labor): Periodic nonitoring should also be based
upon or keyed to the Action Level.

EPA Response: Monitoring is keyed to both the action |evel and the
time weighted average (TWA).

13. Comment (SPI): "Exposure" can't be sanpled, the concentration
in air can. A value less than the detection limt should not be
equated to the limt for the purposes of this order.

EPA Response: Section (d)(1)(ii) of the NCELs provisions states
that "...the Conpany shall take representative sanples of what the
potential exposure of each person who is reasonably likely to be
exposed to airborne concentrations of the PMN substance would be if
respirators were not worn."

V1. RESPIRATORY PROTECTION

1. Comrent (NI OSH) : The selection of appropriate respiratory
protection in the absence of data on toxicity and "imediately
dangerous to life and health" (IDLH) characteristics would suggest
that positive pressure respirators would be the m ninum starting
point for respirator selection [N OSH 1987].

EPA Response: EPA does consider potential health effects and
toxicity when selecting respiratory protection. The procedures
used for selecting respirators are based on NI OSH recomendati ons
in the "Strategy for Recommending Respirators for Control of
Exposures to Substances Undergoi ng Premanufacture (PMN) Revi ew' and
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the NI OSH Respirator Decision Logic (1987). Were appropriate, EPA
wll allow use of respirators which are not positive pressure for
new chem cal substances. This determnation is based on
information provided in the PM\, nethodol ogies used by EPA for
evaluating potential human health effects and occupational
exposure, and experience gained in review ng over 20,000 PMNs. Due
to a lack of toxicity and exposure data on the substance, EPA
assessnents tend to err on the conservative (i.e., protective)
side, such that potential exposures and hazards are generally over-
estimated. |If, based on these conservative estimtes, a positive
pressure device is not needed, EPA will allow the use of negative
pressure devi ces.

EPA generally does not have the information to determ ne | DLH
exposure conditions for PMN substances, and requires the PW
submtter to select the appropriate N OSH approved respirator in
accordance with 29 CFR 1910.134, the Respiratory Protection
standard. Concern due to acute health effects is very rare in the
New Chem cals Program In fact, of the about ten "5(e) Orders
i ssued to date containing NCELs provisions, all have been concerned
exclusively wth chronic effects and none have included a short
termexposure limt (STEL).

2. Comment (SPl): Page 24-25- The nmeasured concentrations appear
wi t hout justification.

EPA Response: These concentrations were devel oped based on the
NI OSH Assi gned Protection Factors as given in the N OSH Respirator
Deci sion Logic, 1987. The N OSH Assigned Protection Factor is
defined as "the mninmum anticipated protection provided by a
properly functioning respirator or class of respirators to a given
percentage of properly fitted and trained users” (N OSH, 1987).

3. Coment (Labor): Tables, page 33-37: There is no difference
in the need to know cartridge performance data between an "organic
vapor" cartridge (page 36) and a "paint spray" cartridge (page 33).
Wy is the "Paint Spray M st Exposure" table not headed by a
requi renent for performances data subm ssion and approval by EPA?
Al the respirators listed on the page 35 table are SARs. They
have no cartridges. Wiy the requirenent for subm ssion of
cartridge data?
These tables could be replaced with the N OSH Revised RDL
Tabl es.

EPA Response: The requirenent for cartridge testing is determ ned
on a case-by-case basis. In general, nost PMN substances used in
pai nt spray applications occur in the particulate or mst form
rather than in vapor form and organic vapor cartridge testing is
not needed for the particulate form Wth substances for which EPA
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i s concerned about vapor exposure and the conpany w shes to sel ect
an air-purifying respirator, cartridge testing would be required.

VI1. RECORDKEEPING

1. Comment (CVA): Adding to nonitoring burdens is the requirenent
t hat conpani es discontinue nonitoring for a particul ar exposure
group and prepare an annual report docunenting the absence of
wor kpl ace changes (that could result in increases in exposure). No

conparable requirenent is inposed under OSHA standards. Her e
again, consistency wth the OSHA approach wll elimnate
unnecessary burdens. The purpose of discontinuing periodic

monitoring where exposures are below the action level is to
m nim ze conpliance burdens in workplaces that pose low risks to
enpl oyees. This purpose would be largely nullified if such
wor kpl aces are subject to continual reporting and recordkeeping
requi renents that assure exposure |levels remain | ow.

EPA Response: EPA acknow edges that the requirenent that conpanies
submt an annual report follow ng termnation of nonitoring does go
beyond what OSHA currently requires. Therefore, with an eye
towards streamining NCELs to establish a closer alignnment with
OSHA PELs, and hence increase its acceptance by the regul ated
community, EPA has chosen to delete this requirenent.

2. Comment (CMVA) : The recordkeeping requirenments included in
EPA' s proposed consent order are also nore elaborate than the
conpar abl e provisions of OSHA standards. While full records of
wor kpl ace nonitoring should be retained, EPA s proposed consent
order would require additional docunentation that could be quite
extensive. Conpanies nust retain records of "any condition that
m ght have affected the nonitoring results” and of "any actions
taken to mtigate exposures to the PMN substance." Recor ds
docunenting "any spills, |eaks, ruptures or other breakdowns that
may cause new or additional exposure" nust al so be retained. These
requirenents, in CMA's judgnent, are excessive and should be
streamlined so they parallel the conparable provisions of OSHA
st andar ds.

3. Comment (SPI): The NCEL proposal w il present conpliance
difficulties, especially wth respect to much detailed
recordkeeping and reporting. The gui dance docunent provides
several good suggestions but carrying out all the requirenents wll
put undue and unnecessary burden on those subject to 5(e) Orders as
wel | as add substantial costs which may prohibit market entry of
new chem cal s.
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EPA Response: EPA has attenpted to keep the NCELs recordkeepi ng
requirenents to a mninum necessary for viable conpliance
nmoni toring and enforcenent. For exanple, to docunent that workers
are in fact being adequately protected, it is essential to keep
records of nonitoring results, as well as grounds for term nation
or resunption of nonitoring. In general, the recordkeeping
requi renents conport with good business practice and would be
required to be maintai ned under the Occupational and Safety Heal th
Act and regul ations as well as by sone private insurers.

4. Comment (CMA): Page 30, 58: Because of the proprietary nature
of the information requested here, EPA nust be prepared to either
keep this confidential, or allow conpanies to maintain records in-
house and make them avail abl e upon request for inspection.

EPA Response: The |anguage in the recordkeeping section of the
NCELs portion of the Consent Order is clear that records are in
fact to be naintai ned i n-house by the conpany, and made avail abl e
to EPA upon request for inspection. The conpany is not otherw se
required to submt these records to EPA

5. Comment (Labor): This section should be nodified to: (a) Note
that even when using a "new chemcal" an enployer is still
responsi ble for providing a safe and heal thful work environnent per
the OSHA regul ations; (b) The OSHA Recordkeepi ng requirenents, and
access thereto, are governed by 29 CFR 1910. 20. The 5 year
recordkeepi ng requirenent noted, for exanple, violates 1910. 20.

EPA Response: Since existing OSHA regul ations already require
t hese enpl oyee exposure records to be kept for 30 years, EPA w ||
do |ikew se. Title 29 CFR 1910.20(d)(ii) requires enployers to
keep enpl oyee exposure records for 30 years for enpl oyees exposed
to "toxic substances or harnful physical agents.” 29 CFR
1910. 20(b) (1). "Toxic substances or harnful physical agents" are
defined at 1910.20(c)(13) to include any chem cal substance which:
(1) Is listed in the NIOSH Registry of Toxic Effects of Chem cal
Substances (RTECS); (ii) Has yielded positive evidence of an acute
or chronic health hazard in testing; or (iii) |Is the subject of
a material safety data sheet (MSDS) indicating that the materia
may pose a hazard to human health. Since all NCELs "5(e) Orders
require an MSDS indicating a potential health hazard, the 30 year
recordkeepi ng requirenment under 29 CFR 1910.20 will automatically
apply to the PWMN substance.

Since OSHA and EPA may both have jurisdiction simltaneously,
the conpany would still be required to conply with OSHA's 30 year
requi renent, even if EPA only inposed a 5 year requirenent. Since
the conpany is therefore required by OSHA to keep these records for
30 years, EPA has decided to revise its NCELs recordkeeping
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requi renent to harnonize it with OSHA and require the conpany to
keep NCELs exposure records for 30 years.

V1. MISCELLANEOUS

1. Comment (SPI): The NCEL approach as drafted will not alleviate
t he burdens posed by the existing 5(e) Consent Order process and
may pl ace new burdens on affected conpani es.

2. Comment (CVA): CMA supports the concept of NCELS but believes
its inplenentation should be streamlined. As proposed, the NCELs
concept could cause lengthy delays in the finalization of the
Section 5(e) Orders and pl ace unreasonabl e adm ni strative burdens
on manuf acturers.

EPA Response: Largely in response to comments received by outside
parties, EPA has revised the NCELs program to make it |ess
bur densone on industry while still providing adequate protection to
wor kers. Such changes include, anong other things, nodification of
anal ytical requirements, allowance of reliance on objective data,
and deletion of the requirenent that conpanies prepare an annual
report after nmonitoring is term nated.

3. Comment (SOCMVA): SOCMA woul d appreciate an opportunity to neet
with you at your convenience to discuss in nore detail the
techni cal and procedural issues outlined in these coments.

EPA Response: The need for such a neeting may be obviated by the
revisions EPA has nade to the NCELs program Should this not be
the case, EPA wel cones the opportunity to neet with interested
parties.

4. Comment (SOCMA): The regul ated community shoul d be provided an
opportunity to review and comrent on the revised programprior to
its adoption.

EPA Response: The NCELs requirenents have undergone a |engthy
review process. EPA believes that all interests are best served by
EPA inplenenting the revised NCELs program i medi ately, w thout
further delay. Unlike rul emaking activity, however, devel opnent of
*5(e) Consent Oders contenplates an evolving case-specific
appr oach. If necessary, the specific terns of individual "5(e)
Orders may be negotiated so that their terns are nore appropriately
tailored to the specific facts of an individual PM case.

Addi tional information which is brought to the Agency's attention
by the submtter is always considered. Upfront subm ssion of
conprehensive information in the PMN submtter's possession and
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control will therefore greatly enhance the precision of the
Agency's risk assessnent and ensuing regulatory controls.

5. Comment (Labor): Action Level: E(1)(i) does not define the
action |evel. Is it 50% of the NCEL or different for each new
chem cal based upon EPA' s revi ew?

EPA Response: The "action level" is always half the NCEL. The
generic "5(e) Order |anguage has been revised to reflect this.

6. Comment (SPlI): There are sone flaws in the flow chart:

(a) there is always the possibility of a process change or
br eakdown.

(b) the loop for (a) above after the "release to air =no", if
process change results in a release to air, it is not clear howthe
| oop is affected.

(c) there appears to be an endless loop at "Notify Affected
Persons. . "

7. Comment (SPI): The flow chart contains a box "EPA Approved
Anal ytical Method." The only way you can get out of the box is to
devel op an approved nethod. Thus, the title should reflect what is
actually required to be done.

EPA Response: The flow chart was intended nerely to provide a
sinplified illustration, and not to substitute for the requirenents
specified in the 5(e) consent order. However, to avoid confusion,
the flow chart has been del et ed.

8. Comment (Labor): Medical Exans and Surveillance: A section on
medi cal exans and surveill ance should be incl uded:
a. To determ ne whether workers are nedically capable of wearing
respirators.
b. Monitor any resulting health effects of exposure to a PW
substance for which not nuch is known about its toxicologica
properties. Exans could be designed based upon the toxicol ogical
properties of other chemcals that have simlar nolecular
structures.
C. WIl act as a check on the adequacy of PPE, including
respirators.
d. WIIl act as a check on the adequacy of the NCEL for a given PW
subst ance.

The Medical Exam and Surveillance requirenents nust conply
wi th the Recordkeepi ng requirenments of OSHA standards under 29 CFR
1910. 20 as wel I .

EPA Response: 29 CFR 1910.134 requires a nedical exam for
respirator selection and is required by reference in the "5(e)
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Or der. However, EPA does not plan to address this issue at the
current tine. Suggestions, coments or docunments bearing on
medi cal exanms and surveillance are, of course, welconed by the
Agency. EPA is aware of OSHA's effort to establish generic nedica
surveill ance requirenents, and EPA may revisit this issue when the
OSHA requirenents are finalized.

9. Comrent ( Labor): Labeling should include physical (safety)
hazards under (i) (A).

MBDS shoul d include (xiii), the NCEL AL and STEL specified by
EPA. In addition, the OSHA HAZCOM standard (1910.1200) | anguage
regardi ng access to clained confidential information by various
parties in both energency and non-energency situations should be
used.

Training under (2)(ii) should include physical hazards.

Subsection (g)(1) through (4) should be nodified after OSHA' s 20
CFR 1910. 1200 appendi x A and shoul d i nclude physical hazards.

EPA Response: EPA agrees that the MSDS shoul d i nclude the NCEL and
STEL, and has now included them in the Hazard Commrunication
requirenents in the Consent Order. Although, EPA s New Chem cal s
Program does not specifically address physical hazards, EPA
encourages conpanies, in keeping with the spirit of hazard
communi cation, to include warnings of physical hazards.

10. Comment (CVA): Do these sections inply that the selection of
protective equi pnent cannot be based on data fromsimlar chemcals
but nust be based solely on the new chemcal? CMA believes that
relevant information on simlar chemcals can be used to nake
deci si ons about worker protection.

11. Comment (SPlI): It appears that one cannot select protective
equi pnent based on anal ogous data to a simlar chem cal but nust
test each PMN chem cal separately. This could represent a

significant burden for a conpany and does not recognize well -
establ i shed practice.

EPA Response: As a general rule in the NCELs program EPA expects
that selection of appropriate respiratory protection for the PW
substance will be based on nonitoring of the PWN substance itself.
On a case-by-case basis, EPA will consider, and has all owed, use
of anal ogue data for nonitoring exposures to the PMN substance and
sel ecting appropriate personal protective equipnent. To rely on
moni toring of an anal ogous substance, the conpany nust adequately
denonstrate to EPA the validity of its proposed approach, for
exanpl e, that the quantitative ratio between the anal ogue substance
and the PMN substance wll be constant, so that the anal ogue
subst ance provides an accurate neasure of the PWMN substance. EPA
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routinely accepts information provided by submtting conpanies in
its deliberations.

VI1. NON-NCELs

1. Comment (Al HA): Greater reliance on industrial hygiene
prof essionals should be reflected in TSCA Section 5(e), not just in
t he proposed NCEL section but in all aspects of worker protection.

Ref erence to industrial hygienists for worker protection and ot her
aspects under TSCA woul d i nprove conpliance with worker protection
di rectives.

The worker protection and NCEL sections currently proposed,
under TSCA Section 5(e), were considered by sone AIHA reviewers to
be confining and (depending on the situation) unnecessary. If the
prof essi onal judgment of industrial hygienists is relied upon, sone
of the m cromanagi ng detail that would cost both the agency and
industry tinme and effort could be avoi ded.

Al HA suggests that beginning on the bottom of Page 8,
Protection in the Wrkplace under TSCA Section 5(e), EPA should
include reference to industrial hygienists to allow changes to be
made in the worker protection plan as appropriate. Thi s
nodi fication will allow necessary flexibility to be exercised
professionally by industrial hygienists for changing workplace
protective nmeasures with no conprom se to worker safety and heal th.

EPA Response: EPA recognizes the capabilities of the industrial
hygi ene (I H) profession, and encourages all Industrial Hygienists
to participate actively in issues bearing on new chem cal
substances, such as the NCELs program The worker protection
requi renents are based on existing OSHA and NI CSH requi renents, as
well as good industrial hygiene practice, with the intent of
provi di ng consi stency for those facilities which nust neet both EPA
and OSHA nonitoring requirenents. |f changes to the consent order
requi renents are necessary in an individual case, these can be
negoti ated before the order is signed, or revised afterwards by
petitioning the Agency to nodify the terns of the order. | f OSHA
monitoring requirenents are nodified, EPA wll reevaluate these
requi renents, as appropriate.

2. Coment (ACTW)): Ef fecti veness of respirator program rules:
The respirator requirements are inadequate in that they do not
provide for mandatory nonitoring of exposures. It is inconceivable
to us how an enployer can design a truly protective respirator
program w t hout having first characterized the extent of workers
exposure.
There are other problens as well wth the requirenents for
this program Promi nent anong these is the absence of any
consideration for the health effects of respirator use on the
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wor kers in question, especially on workers exposed to respiratory
toxins. In view of the failure of this program s requirenments to
adequately conpl enent the typical exposure nonitoring and nedi cal
surveillance rules in OSHA health standards, | suggest that you
reconsider the entire structure of the proposed Consent Decree. In
particular, | suggest that you gather detailed data from sone or
all of 600 situations where EPA has already signed consent decrees
to determne the extent to which workers have suffered adverse
health effects. 1In doing so, you should involve NIOSH due to EPA' s
inability to clinically evaluate the health status of active
wor ker s.

EPA Response: EPA' s respirator requirenments in the Protection in
the Workplace section of the Order incorporate by reference the
OSHA respirator requirenents under 29 CFR 1910.134. Wile 29 CFR
1910.134 does not explicitly require nonitoring for respirator
sel ecti on, good industrial hygi ene practice would dictate
devel opnent of an exposure assessnent based at [|east on
consi deration of relevant objective data, if not actual nonitoring.

Medi cal surveillance requirenents are also contained in 1910. 134.

More inportantly, the above comment directly underscores nuch
of EPA's underlying rationale for devel opi ng the NCELs program
EPA is fully aware of the potential problens associated wth
respirator use and is proposing the NCEL approach as an alternative
to respirator use. Source reduction, engi neering and
adm nistrative controls are preferred by EPA to the use of
respirators.
The suggestion about collecting data on adverse effects to

wor kers from substances regulated by "5(e) Orders is a good one.

However, nost data of this type should be reported pursuant to
"8(e) of TSCA. Although current resource constraints prevent the
Agency from being able to do nore at this tinme, EPA may consider
such a study in the future.

3. Comrent (Labor): Protection in the Wrkplace Section: The
a(l) references to 29 CFR 1910. 132 and 1910. 133 as PPE sel ection
and wuse requirenments would be wusefully inproved if 29 CFR
1910. 120(g) and appendi x D were added. 1910. 120 addresses PPE
requi renents, particularly where exposures may be unknown, in far
better fashion than does 1910.132 and 133. Further, 1910.120 is
often not famliar to nost enployers so reference therefore would
hi ghl i ght this superior approach to PPE
Subsection a(4) mght usefully reference the Revised N OSH
Respirator Decision Logic (NIOSH Publication No. 87-108, My 8,
1987) as one basis for the required respiratory protection program
In addition, a(4) mght be revised to state that the NI OSH RDL
serves as the basis for respiratory selection. 30 CFR 11 serves as
the basis for respirator certification and that only respirators
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certified pursuant thereto may be utilized, and that 29 CFR
1910. 134 serves as the mninumrequirenments for respirator use. It
is useful to note that 1910.134 requires a nedical exam per our
suggestions for a medi cal exam and surveillance program

EPA Response: OSHA has revised the personal protective equipnent
(PPE) requirenents for face, head, eye and foot protection to
reflect inproved devel opnents and all ow the use of better persona
protective equi pnent. These inproved requirenents are incorporated
by reference in the NCELs provisions of the "5(e) Consent Order.

However, the requirenents of 1910.120 address PPE sel ection for
hazar dous waste and energency response which are inappropriate for
many i ndustrial operations regulated by TSCA 5. EPA requirenents
are consistent with conparable OSHA requirenents. EPA nmay i npose
additional requirenents for upfront glove perneation testing or
other requirenments in cases where EPA is especially concerned about
dermal exposure to a particul ar PMN substance.

4. Comment (CMA): Does EPA have a nechanismfor updating the 5(e)
order if the specific ASTM nethods cited on page 10 of the draft
are revised or superseded? CMA suggests that a statenment be
provided in this section that refers to the use of "the best
avai |l abl e net hod. "

EPA Response: EPA has nechanisns for updating the 5(e) Oder
requirements as the ASTM net hods are revised and superseded. Were
there is a recommended nethod, EPA would prefer to use the nost
current and recomended nethod for PMNs, and to keep abreast of
t hese changes.

5. Comment (SOCMA): Regarding page (vi) of the preanble of the
draft Section 5(e) Order, EPA should explain how it plans to
estimate dernmal exposure and inhal ati on exposure for the purpose of
est abl i shing NCELs.

EPA Response: Met hods for estimating occupational dermal and
i nhal ati on exposure are explained in the Chem cal Engineering
Branch (CEB) Mnual used by EPA/ OPPT's CEB. The CEB Engi neering
Manual has been provided to many industry contacts and is avail able

from CEB upon request. It is unnecessary to include this |evel of

detail in the preanble of each consent order. To request a copy,

pl ease call the CEB at (202) 260-1664.

6. Comrent (NI OSH): Several reviewers were concerned that

potential toxic effects fromdermal exposures were not adequately
addr essed. The exenption for solutions of Iless than 1%

concentration may not be appropriate for toxi c substances with | ow
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saturation concentrations [Brown et al. 1984; Kissel and MAvoy
1989] .

EPA Response: The standard 1% 0.1% de mnims exenption provision
is deleted by EPA in cases where it is inappropriate. Cases are
i ndividually analyzed to ensure that all the provisions in the
Order are tailored to the specific chem cal substance under review

7. Comment (Labor): Acute Illness: EPA should require that any
acute illness suffered by a worker caused or potentially caused by
the "new chem cal" be docunented and reported to EPA.

EPA Response: |[|f the "new' chemcal is inplicated as the cause of
serious adverse effects such as those listed in Part V(a) of EPA's
March 16, 1978 TSCA Section 8(e) Policy Statenent ("Statenent of
Interpretation and Enforcenent Policy; Notification of Substanti al
Ri sk"; 43 FR 11110, March 16, 1978, as anended at 52 FR 20083, May
29, 1987), such information nust be reported immedi ately to EPA
under Section 8(e) of TSCA. Further information regarding Section
8(e) reporting can be obtained from EPA's TSCA Hotline at (202)
554- 1404.

8. Comment (Labor): New Chem cal |Ingestion: The oral exposure
route is essentially ignored. It should not be. Requi renment s
addressing prevention of oral exposure, where appropriate to the
specific new chem cal, should be included in the "Order."

EPA Response: EPA does consider potential hazards fromingestion
due to oral exposure. There are no specific requirenents for
preventing oral exposure as many work places using new chem cals
are also regulated by OSHA and woul d be subject to existing OSHA
St andards whi ch address prevention of oral exposure. Specifically,
29 CFR 1910. 141, which applies to "permanent places of enpl oynent”,
requires that no enployee is to consune food or beverage in any
area exposed to a toxic material. In addition, this section
i nposes ot her general environmental controls. To the extent that
these OSHA provisions apply to any signatory of the "5(e) Oder,
additional constraints are not necessary to prevent oral exposure
to the new chem cal substance.

9. Comment (SPI): Page 38 - It is confusing what specifically is
covered by HAZcom and what is not. The NCEL requirenents appear to
be over and above HAZcom requirenents and need to be clearly
defined. darification is also needed as to how changes in HAZcom
will affect NCEL requirenents. There does not seem to be any
relief here for future HAZcom actions that may duplicate or repl ace
t he EPA mandated acti ons.
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EPA Response: The NCELs and Hazard Conmuni cation requirenents are
very different in nature. EPA has essentially adopted the
provisions of OSHA's Hazard Communication Standard (29 CFR
1900. 1200) in "5(e) Consent Orders where the PMN substance may
present an unreasonable risk of injury to human health. These
provi sions govern the manner in which the hazards which are rel ated
to the PWN substance are to be comruni cated to persons reasonably
likely to be exposed to the PMN substance. The NCELs provisions
provi de conpanies with an alternative to respirator protection only
and do not preenpt the provisions of the Hazard Comrunication
Program section of the order. The provisions in the Hazard
Comruni cation section do not address respirator use, and would
therefore not pose any conflicts with the NCELs provisions.

10. Comment (SPI): Page 42- Al chemicals do not have both
chem cal and common nanes.

Page 17- Human health hazard statenents do not address
possi bl e eye effects.

EPA Response: Al chem cals have chem cal nanmes. |If a chemca
has no common nane, none would be required. Eye effects are
relatively uncommon. However, if EPA has a concern that a

particul ar substance may cause eye effects, EPA would add such a
statenent in the individual "5(e) Oder for that chem ca
subst ance.

Attachnents:

I . Description of EPA' s NCELs Standard Setting Met hodol ogy
1. List of References

I11. EPA' s Aug. 6, 1991 Draft of NCELs TSCA °"5(e) O der
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ATTACHMENT 1

EPA®S METHODOLOGY FOR
DETERMINING AN APPROPRIATE NEW CHEMICAL EXPOSURE LIMIT
UNDER "5(e) OF THE TOXIC SUBSTANCES CONTROL ACT

There are usually no direct toxicity data on a new chem cal on
which to base an exposure |imt. However, EPA nmay determ ne that
toxicity data on one or nore structurally anal ogous existing
chem cals supports a finding that a new chem cal may present an
unreasonable risk of injury via inhalation exposure. Because such
anal ogue may provide relevant information about the potential
toxicity of a new chemcal, analogue data my be useful for
determ ning an appropriate exposure |limt whenever (1) there is a
defined endpoint such as a no observed adverse effect |evel
(NQAEL), and (2) EPA is reasonably confident that the new chem ca
is not significantly nore toxic than its anal ogue. The following is
a brief discussion on how EPA generally uses anal ogue data (nuch as
EPA would use direct data on the PMN substance itself) to set
exposure limts in the New Chem cal s Program

1. Non-Cancer Effects

In a typical case in which anal ogue data woul d be used to set
an exposure limt, the test endpoint such as the NOAEL or, |ess
commonly, the LQAEL (| owest observed adverse effect level) in units
of mlligrans of chem cal per kilogram of body weight per day
(nmy/ kg/ day) is divided by an appropriate uncertainty factor, the
magni tude of which wll depend on the type of study and its
duration. The uncertainty factor is a product of several smaller
uncertainty factors such as a factor for individual variability
wi t hi n exposed human popul ati ons and a factor to allow for greater
human sensitivity to a chemcal in conparison to a test species.
The quotient, also expressed in wunits of ng/kg/day, my be
considered a permssible daily dose, that is, a dose at which an
adult human woul d be unlikely to suffer adverse effects if exposed
for a working lifetime. The permssible daily dose is multiplied
by the weight of an average adult (70 kg) to convert the dose to
the daily anount or nass absorbed per person (in units of ng/day).

(If appropriate, this nunber may adjusted to account for |ess than
100% absorption.) The nunerical value for the exposure limt in
units of ng per cubic meter (ng/nt) is obtained by dividing the
daily anmount in units of ng/day by 10 n?, the volunme of air inhal ed
in a typical eight hour work shift.

For exanple, if concern for a new chem cal is based on data
for an analogue indicating that it may be a devel opnental toxicant,
then a Iimt for inhalation exposure could be set for the new
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chem cal wusing the anal ogue data. Assunme that the NOAEL for
devel opnmental toxicity in an animal study was 100 ng/ kg/day. The
perm ssible daily human dose is 1 ng/kg/day obtained by dividing
the NOAEL by 100, the uncertainty factor typically used for a
devel opnental toxicity study with a NOAEL. The perm ssi bl e anpount
absorbed per person per day is 70 ng, obtained by multiplying the
perm ssi bl e human dose by 70 kg. The inhalation exposure [imt is
7 ng/ t, obtained by dividing the pernissible amount absorbed by 10
m. (Again, if appropriate, this nunber may adjusted to account
for |l ess than 100% absorption.)

2. Carcinogens

For non-cancer effects, the likelihood of observing adverse
effects in test animals (and presunmably man) is primarily dependent
upon the daily dose in units of ng of toxicant per kil ogram of body
wei ght per day. For cancer, however, the probability of observing
tunors is thought to be primarily a function of cunul ative dose in
terns of ng of carcinogen per Kkilogram of body weight per l|ifetine.

This difference has an inportant bearing on the way a heal t h-based
exposure limt is derived for a carcinogen versus a non-carci nogen.

In regulating new chem cals that are potential carcinogens,
OPPT ri sk managers have established a policy that a cancer risk of
10* or less is acceptable, that is, if exposure to a new chemical
causes no nore than 1 case of cancer in a population of 10,000
exposed workers, then that is considered an acceptable risk. To
determ ne the maxi num workpl ace exposure to a new chem cal that
will result in acceptable risk, the acceptable risk |evel, e.g. 10
“ is divided by the slope factor of an appropriate anal ogue. The
sl ope factor, a nunerical neasure of the activity of a carcinogen,
i s based on dose-response data fromanimal tests, but is adjusted
to theoretically predict tunor response in man. The quoti ent,
termed the lifetine average daily dose (LADD), is the dose of new
chemcal in units of mlligrans of carcinogen per Kkilogram of body
wei ght per day (ng/kg/day) such that, if a person were exposed over
an entire lifetime, the probability of contracting cancer from
exposure to the new chemical would be 10%. In fact, a worker is
not exposed to a new chemcal over a lifetime, rather exposure
occurs over a '"work life' or a fraction of a work life. For risk
assessnent purposes, we usually assune that a worker works a
maxi mum of 250 days out of a 365 day year, and a naxi num of 40
years out of a 70 year lifespan. The LADD is therefore nultiplied
by the ratios 365/250 and 70/40 to arrive at a "work |ife average
daily dose" in units of ng/kg/day. Beyond this point in the
derivation of the exposure [imt, the mathematical operations are
identical to those discussed above for a non-cancer effect. The
adjusted average daily dose is multiplied by the weight of an
average adult worker (70 kg) and divided by 10 n¥, the vol ume of
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air inhaled in an eight hour workday. The result of this

calculation is the inhalation linmit in units of ng/nf. (Again, if

appropriate, this nunber may adjusted to account for |ess than 100%
absorption.)

For exanple, assune that a carcinogenic anal ogue of a new
chemical has a slope factor of 0.01 (ng/kg/day) ™. If the
acceptable risk level is 10* then the lifetime average daily dose
is 0.0l ng/kg/day (10* divided by 0.01 (ng/kg/day)* = 0.01
mg/ kg/ day. To adjust for actual working days in a lifetime, 0.01
mg/ kg/day is multiplied by 365/250 and 70/40 which results in an
adj usted val ue of 0.026 ng/kg/day. Multiplication of the adjusted
val ue by 70 kg and division by 10 n? results in an exposure limt
of 0.2 ng/nf. (Again, if appropriate, this nunber may adjusted to
account for |ess than 100% absorption.)

The |l evel calculated in the exanple above is quite |ow, and
woul d be technically difficult to attain or to nonitor. Wth weaker
carcinogens the value of the inhalation |limt would be sonmewhat
hi gher, however, the slope factor chosen in the exanple is |ow,
i.e., nost carcinogens tested are nore active. Thus for new
chem cals which may be carcinogenic and which are manufactured,
processed, or used throughout the year or a large fraction of the
year, and have indefinite life spans, it may be difficult to attain
or nmonitor an airborne concentration that would result in a risk of
10°* or |ess.

Feasibility

Technol ogi cal and economc feasibility of neeting an exposure
limt wll be a key consideration in "safer substitute/relative
ri sk" cases where the conpany provides EPA with sufficient evidence
that a new chem cal substance is a desirable replacenent for a nore
hazardous existing chem cal. For such cases, EPA will strive to
set a NCEL for the new chem cal at a level that not only protects
human health but also is feasible for the manufacturer. The Agency
is very interested in working with industry to achieve net risk
reducti on.



4
ATTACHMENT 11

LIST OF REFERENCES

Devel opmrent and Validation of Methods for Sanpling and
Anal ysis of Wrkplace Toxic Substances, N OSH, Research
Report, No. 80-133, 1980.

Eller, Peter M, editor, N OSH Manual of Anal ytical Methods,
4th edition, 1990, U S. Departnment of Health and Human
Services, Public Health Service, Centers for D sease Control,
NIOSH Division of Physical Sci ences and Engi neeri ng,
Ci ncinnati, OH

OSHA Techni cal Manual, OSHA Instruction CPL 2-2.20B, Feb. 5,
1990, U.S. Departnent of Labor, Directorate of Technical
Support, Ofice of Science and Technology Assessnent,
Washi ngton, D.C.

ACGH Air Sampling Instruments, |SBN: 0-936712-82-1, ACGH
Publ i cati on Nunmber 0029.

Cd ayton, George D., and dayton, Florence M, editors, Patty's
1 Industrial Hygiene and Toxicology, WIley Interscience
Publ i shing, WVols. 1A-1B, GCeneral Principles, 4th edition,
Vol s. 2A-2C, Toxicology, 3rd revised edition, Vol. 3A The
Work Environnent, 2nd edition, Vol. 3B, Biological Response,
2nd edition.

Perez, C., and Soderholm S. C, "Some Chem cals Requiring
Speci al Consideration \Wen Deciding Wether to Sanple the
Particle, Vapor, or both Phases of an Atnosphere," Applied
Cccupational Environnental Hygiene, 6(10):859-864, Cctober
1991.

Chaoling Yao, et. al., "A Miltipurpose Industrial Hygiene
Control | ed Atnosphere Testing Chanber,” Am Ind. Hyg. Assoc.
J. (54) June 1993.

Test Methods for Evaluating Solid Waste, Ofice of Solid Waste
and Energency Response, Washi ngton, DC 20460, Novenber 1986,
SW 846.

Conmpendi um of Methods for the Determ nation of Toxic Organic
Conmpounds in Anbient Air, Atnospheric Research and Exposure
Assessnent Laboratory, ORD, USEPA, EPA/600/4-89/017, June
1988.



ATTACHMENT 111

AUGUST 1991 DRAFT
TSCA "5(e) NEW CHEMICAL EXPOSURE LIMIT PROVISIONS



