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revised-draft-toxic-substances-control-act-tsca-risk-evaluation-notice-of

Assistant Administrator Dapolito Dunn:

The International Union, UAW represents one million active and retired workers, including auto
workers, and others who are potentially exposed to C.I. Pigment Violet 29 (PV 29) in automobile
paint. We are grateful for the opportunity to comment on this draft risk evaluation. EPA’s estimates
of exposure and risk are not based on sufficient evidence. They are likely to be underestimations
for occupational users and they do not support the finding of “No Unreasonable Risk” for
occupational non-users. If allowed to stand, this unsupported finding would effectively end
federal and state regulation of this substance for occupational non-users under most conditions
of use.

We again urge the EPA to withdraw its draft risk evaluation, commit to the data collection and
analysis that is needed to fully evaluate PV29, and re-issue yet another revised risk evaluation for
public review and comment.
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EPA’s Finding of “No Unreasonable Risk” among many Categories of “Occupational Non-
Users” is Not Supported by Scientific Evidence

EPA found that there were no unreasonable risks of lung overload for so-called “occupational
non-users” (ONUs) in the following conditions of use (COU):

- Domestic Manufacture

- Manufacture — Import

- Incorporation into formulation, mixture or reaction products in paints and coatings

- Incorporation into formulation, mixture or reaction products in plastic and rubber
products

- Intermediate in the creation or adjustment of color of other perylene pigments

- Recycling

- Automobile plastics

- Industrial carpeting

- Paints and coatings — Automobile (OEM and refinishing)

- Paints and coatings — Coatings and basecoats

- Merchant ink

EPA defines ONUs as “workers who do not directly handle PV29 but perform work in an area
where PV29 is present.” Unfortunately, EPA has failed to provide the evidence required to
support the findings of “no unreasonable risk” for occupational non-users in all these COUs. To
estimate the exposures of ONUs, EPA relies on samples of four operators. Each of the four were
sampled for less than an hour. In all four cases, the amount of PV29 was below the limit of
guantification (LOQ) of the method. This is not necessarily because exposures were low. It is
quite possibly due to the fact that the sampling time was so short, especially for the purpose of
estimating an 8-hour time weighted average. On the basis of full shift exposure estimates, based
on four samples, none of which collected enough PV29 to quantify, EPA concludes that there is
no ONU in the United States subject to unreasonable risk. This extraordinarily insufficient data
cannot possibly support such a conclusion. In addition to the fact that the sampling time is
unacceptably short, four samples are unacceptably few. These data are entirely inadequate by
industrial hygiene criteria®.
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On the basis of these four samples, EPA concludes that the exposure of ONUs is always less than
the exposures of workers who directly handle PV29. While this may be true of many ONUs, it is
also likely that workers engaged in maintenance and repair of machines that process PV29 or
cleaning of containers used for PV29 have peak exposures that exceed those of production
workers who work directly with PV29. EPA failed to obtain, examine, or present data related to
the occupational exposures of workers engaged in maintenance cleaning or repair. One example
of elevated exposures among workers engaged in these activities can be found in a study of
urinary Bisphenol A as a marker of exposure. This study found that the geometric mean level of
BPA in the urine of maintenance workers was 156 pg/g. This was higher than such occupational
users as flaker operators and kettle operators’. These data show the possibility that
maintenance, repair and cleaning workers have higher levels of exposure than occupational
users. EPA failed to collect or examine any data to address this question.

EPA’s failure to examine the exposures of maintenance repair and cleaning workers and its
reliance on an unacceptably small number of samples with unacceptably short sampling times
means that it has failed to produce evidence to justify its conclusions of “no unreasonable risk”
for a wide variety of ONUs. These conclusions cannot be sustained.

Moreover, EPA assumed, in the complete absence of data, that dust concentrations in industries
that process PV29 are no higher than the highest reported dust concentrations in manufacturing
at Sun Chemical. EPA estimated the highest full-shift exposure to occupational users at Sun
Chemical at 0.37 mg/m? and reported that workers at Sun Chemical handle PV29 at nearly 100%
concentration. However, sampling of repair technicians engaged in orbital sanding of automobile
paint3 has found total dust concentrations as high as 12 mg/m3. Under this condition of use
exposures could exceed those in manufacturing if the concentration of PV 29 in the paint exceeds
3.08%. EPA has no valid basis for concluding that processing exposures will not exceed
manufacturing exposures.

Despite finding Unreasonable Risks for “Occupational Users”, EPA Underestimated the Risks

EPA assumed the use of respirators with an assigned protection factor (APF) of 10 for the
following conditions of use: Domestic Manufacturing, Import, Processing as a reactant, Paints
and Coatings, Plastic and Rubber products, Recycling, and Disposal. The means that EPA assumed
that effective exposures were approximately one tenth of those measured and that risks were
correspondingly lower. This assumption is supported only by a report from Sun Chemical that
workers wear “dust masks” during manufacturing activities. EPA does not report whether the
wearing of “dust masks” is voluntary or mandatory. Nor does EPA report how it determined that
it was appropriate to assign a protection factor of 10 to these “dust masks.” A search for “dust
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mask?’ on the internet includes results that are clearly not filtering facepiece respirators and
should not receive and assigned protection factor of 10. Moreover, with the current PPE shortage
in health care,” it is quite likely that “dust masks” used in manufacturing are not filtering
facepiece respirators, even if they were in the past. This is an excellent illustration of why risk
assessment needs to be separated from risk management, as set forth in the National Research
Council “Red Book.”® Even if the assumption about PPE had been correct prior to the pandemic,
it would still have been inappropriate to estimate risk on the basis of that assumption. PPE is a
risk management tool. The pandemic made that particular risk management tool less available.
An appropriate risk evaluation would estimate risk independent of the availability of a particular
risk management tool. This would prevent underestimating the risk based on the assumed use
of a risk management tool that a worldwide pandemic has made unavailable.

Conclusion

EPA proposes a “no unreasonable risk” finding for ONUs' exposure to PV29 in a variety of
conditions of use. If finalized as proposed, this determination would effectively put an end to
both federal and state regulation of this substance for ONUs under the conditions of use
enumerated above. There is no scientific basis for this proposed finding. EPA has relied on the
unsubstantiated assumption that exposures in processing industries are always lower than in
manufacturing and that all ONUs, including those engaged in maintenance, repair and cleaning
have lower exposures than occupational users. Although EPA found unreasonable risks for most
“occupational users,” it nevertheless systematically underestimated those risks by assuming,
without evidence, that all such workers use filtering facepiece respirators with an assigned
protection factor of 10. This assumption is questionable in normal times based on the limited
evidence EPA relied on. In a pandemic, during which there are not enough such respirators for
health care, the assumption that they would be available in manufacturing is utter nonsense.
This highlights the importance of separating risk evaluation from risk management. Even if EPA’s
risk management assumptions were correct for non-pandemic times (which they are not), they
would be inapplicable to pandemic times. For that reason, risk management assumptions should
not be “baked in” to risk evaluations. EPA should withdraw its draft risk evaluation, commit to
the data collection and analysis that is needed to fully evaluate PV29, and re-issue yet another
revised risk evaluation for public review and comment.
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