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Covering Much TSCA Ground, Quickly:

1. EPA has often under estimated health risks of 
chemicals (despite unscientific claims of the 
opposite)– but now the dominant mode is delayand 
“buffing” rather than completing risk assessments.

2. TSCA requires EPA to reduce unreasonable risks to 
workers, but the Agency is contorting the law and the 
science to avoid this—Methylene Chloride (MeCl2) as 
a case example.

3. Congress failed to define “unreasonable risk” under 
the Lautenberg Act, and EPA is in no hurry to do so.



Many factors inherent to the methods used by EPA and other 
agencies tend to underestimate cancer risk (for example, the 
bioassay design that in effect only exposes the test animals from 
ages “2” to “70” in human terms)– but the most vexing mistake 
EPA has made since the 1970s is this:

While non-cancer risk assessment has always built in two factors 
of 10 to adjust upwards for (1) substances for which humans are 
more sensitive on average than test animals are and (2) the 
substantial portion of the human population which are more 
sensitive than the typical human, EPA has always treated 
cancer risks as if all 300 million of us are identical to each 
other and identical (other than our size) to test animals.



(from current (2005) EPA Cancer Risk Assessment Guidelines



An assumption that the distribution is lognormal is reasonable, as is an 

assumption of a difference of a factor of between 10 and 50 between the median 

and upper 95thpercentile peopleé  It is clear that the difference is significantly 

greater than the factor of 1, the current implicit assumption in cancer risk 

assessment.  éThe committee recommends that EPA adopt a default distribution 

or fixed adjustment value for use in cancer risk assessment. A factor of 25 would 

be a reasonable default value to assume as a ratio between the median and 

upper 95th percentile personsô cancer sensitivity.

NAS ñScience and Decisions, 2009



The “Trust Us, We’re (Better) Scientists” Playbook of Manufactured Doubt:

¢ƘŜ ǎǳōǎǘŀƴŎŜ άƘŀǎ ŀ ǘƘǊŜǎƘƻƭŘΣέ ǎƻ ƛǘΩǎ 
somehow less/not important

¦ƴƭŜǎǎ ƛǘ ƛǎ ŀ άƳŀƎƛŎǘƘǊŜǎƘƻƭŘέςone that 
appears within the narrow window between 
current exposures and desired exposures, 
this claim changes NOTHING about risk!

The substance is (oris alleged to be) non-
genotoxic

Non-mutagens can be carcinogenicor 
otherwise toxic.

άtŀȅ ƴƻ ŀǘǘŜƴǘƛƻƴ ǘƻ ǘƘŜ ŘŜŀŘ ƳƛŎŜκǊŀǘǎ 
ōŜŎŀǳǎŜ ƘǳƳŀƴǎ ŀǊŜ ŘƛŦŦŜǊŜƴǘέ

Sometimes a very validargument, WHEN 
data and theory support it plausibly.

No statistically significant epidemiology, so 
ƴƻǘ άǊŜŀƭƭȅέ ŀ ŎŀǊŎƛƴƻƎŜƴκǘƻȄƛŎŀƴǘ

Epidemiology is great for rare diseases with
potent environmental causes; otherwise, it 
Ŏŀƴ ōŜ άƭƻƻƪƛƴƎ ŀǘ WǳǇƛǘŜǊ ǿƛǘƘ ōƛƴƻŎǳƭŀǊǎΦέ

LŦ ǘƘŜǊŜ ƛǎ ŜǇƛŘŜƳƛƻƭƻƎȅΣ ŘƻƴΩǘ ōŜƭƛŜǾŜ ƛǘ 
άōŜŎŀǳǎŜŎƻƴŦƻǳƴŘƛƴƎέ

Trueconfounding is much less common than 
skeptics claim.

5ƻƴΩǘ ōƻǘƘŜǊ ǘŜǎǘƛƴƎ ƛǘ ōŜŎŀǳǎŜ ǿŜ ƪƴƻǿ 
from structure-activity theory it is benign.

Embarrassinghistory of past mistakes.

Claim Refutation



There is no 

substitute for 

actually gathering 

the data: otherwise, 

embarrassing 

ñpredictionsò may 

ensueé 



J. Paul Leigh, 2011, “Economic Burden of 
Occupational Injury and Illness in the 
United States, Millbank Quarterly, 89(4); 
728-772.

(citing Steenland, K., C. Burnett, N. Lalich, E. 
Ward, and J. Hurrell. 2003. “Dying for Work: The 
Magnitude of US Mortality from Selected Causes 
of Deaths Associated with Occupation.” 
American Journal of Industrial Medicine 
43(5):461–82.)



Å“If... the odds are one in a billion that a 
person will die... the risk clearly could not 
be considered significant.”

Å“On the other hand, if the odds are one in a 
thousand, a reasonable person might well 
consider the risk significant.”

Å(10-3 / 10-9 = 1,000,000-fold “window”)

Supreme Court Guidance from the 1980 Benzene Case:



Source: A. Finkel and P.B. Ryan (2007), Ch. 9 in Risk Assessment for Environmental 
Health, Robson and Toscano eds.)
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The Halogenated Solvents Industry Alliance (HSIA) claims that “there is no basis 
for EPA to assume that MeCl2 is being used throughout the U.S. in what would be 
flagrant violation of the OSHA standard.  This is clearly untrue: indeed, such 
violations are rampant and happening before OSHA’s eyes.

HSIA offers sarcastically that “it is remarkable that EPA would even consider 
using pre-1997 exposure data,” but the full dataset shows that the pre-1997 and 
post-1997 exposure distributions are more similar than different.

HSIA also cites TSCA Ä9(a): “If unreasonable risk can be sufficiently reduced 
under a law not administered by EPA, EPA shall publish and submit to the other 
agency a report and request it to determine if it can reduce the risk under such 
other law.”

But: (1) OSHA does not cover public-sector workers, independent contractors, 
bystanders, and DIYers; (2) the 1997 OSHA standard (whose development I led) 
fails utterly to “reduce unreasonable risk” below even 1/1000! (we failed to 
even look at a 10 ppm standard, which might have been quite feasible).



12,400 OSHA samples from 1984-2018 (EPA only used 100 of these).  Average 
exposure dropped only slightly (from 85 ppm to 69 ppm) after 4/1999 when 
OSHA standard took full effect.  Twelve percent of all samples exceed 125 ppm.
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I have rarely seen a more brazen, more inaccurate, and more 
offensive statement in my 35 years in and around government as 
this one from ACC’s March 2017 comments to EPA on the first ten 
TSCA chemicals: 

“given that OSHA protocols are designed to regulate risk to 
worker populations, it should be the unusual case where an 
unreasonable risk may present to a worker population under 
conditions of use.”

I am here to emphasize that in every single case where OSHA has 
regulated and in every single case where OSHA has not regulated, 
unreasonable risks to workers do remain. Fifty thousand annual 
premature deaths, and workplace concentrations tens of 
thousands of times higher than EPA limits, attest to the willful 
blindness of ACC’s statement and to the need for Congress to 
make good on its legislative amendments.



Why did Congress instruct EPA to consult with OSHA, but at its 
discretion? The answer is that for most or all of the chemical 
risks EPA finds are unreasonably high to workers, /3(!ȭÓ 
ÁÃÃÕÒÁÔÅ ÁÎÓ×ÅÒ ÔÏ ÔÈÅ ÑÕÅÓÔÉÏÎ ȰÃÁÎ ÙÏÕ ÄÏ ÍÏÒÅȩȱ ×ÏÕÌÄ 
ÂÅ ȰÎÏȟȱand so asking the question will complicate and delay a 
simple question of whether unreasonable risks will indeed be 
reduced. I have very high regard for the dedication and
accomplishments of my former colleagues and staff at OSHA, 
but for many reasons, OSHA is simply overmatched and unable 
to reduce unreasonable risks.

In particular, OSHA does not require employers to follow 
manufacturers’ recommendations contained on the Safety Data 
Sheet.



Specific Concerns with TSCA Actions 
(Inactions) over Past 12 Months:

× Methylene Chloride: “protecting” consumers by telling 
retailers not to sell MC to anyone who isn’t getting paid for 
using it; “protecting” workers by proposing, someday, a 20-
minute certification program covering “safe use”

×Trichloroethylene: completed risk assessment relegated to 
“long-term action”

×Pigment Violet 29: concludes worker risk is “reasonable” 
because exposures may not exceed the OSHA “nuisance dust” 
standard

×New Chemicals: 86% of Significant New Use Rules in last 12 
months approved without restrictions of any kind



Methylene Chloride: 

On p. 7481 of the Proposal, EPA stated that “However, 
EPA recognizes that consumers can easily obtain 
products labeled for commercial use.  Indeed, for many 
consumers, identifying a   product as being for 
commercial use may imply greater efficacy.”

“EPA viewed the costs and challenges involved in 
regulating distributors and ensuring that only trained 
and certified commercial users are able to access these 
paint and coating removal products as a significant 
limitation for this approach” (82 Federal Register No. 
12, 1/19/17, p. 7474).



Problems  Created by the Failure of Congress and 
EPA to Define “Unreasonable Risk” in TSCA, and 
by EPA’s Refusal to even Estimate Risks for Non-
Cancer Effects:

“Historically, dose-response assessments at EPA have been 
conducted differently for cancer and non-cancer effects, and 
the methods have been criticized for not providing the
most useful results. Consequently, non-cancer effects have 
been underemphasized, especially in benefit-cost analyses. A 
consistent approach to risk assessment for cancer and non-
cancer effects is scientifically feasible and needs to be 
implemented .

-from NAS Science and Decisions report



“Unreasonable Risk” is mentioned 20 times in the Lautenberg Act 
but not ONCE defined.

The most important aspect of a proper unreasonable-risk 
definition is that it should come to us in units of risk! EPA has 
failed for more than 40 years to express risks for non-cancer 
health effects in units of risk, instead falling back on outmoded 
concepts such as the “margin of exposure” or the “reference 
dose.”  These are not conclusions about risk, but rather are 
assertions (somewhat or wholly arbitrary ones) of safety. For an 
analogy, the “margin of exposure” is like a sign stretched across 
the Niagara River that tells kayakers there is a “waterfall up 
ahead,” with no information about how close it is or how 
dangerous the drop; only a risk determination can shed light on 
those useful questions.



And even for cancer, the AMOUNT of risk that is/not 
acceptable is never mentioned.  Neither the “Scoping” 
nor the “Problem Formulation” documents for 1-BP have 
a SINGLE risk estimate or risk-based goal in them!

Straw man proposal: For health effects that are serious 
or grave, a risk cannot be “reasonable” unless with at 
least 90% confidence, at least 95% of the exposed 
population shall face a lifetime excess risk of 1/50,000 
or less.

This definition assumes “unreasonable risk” is a ceiling value: in other words, EPA 
shall ensure in the risk-management phase of TSCA that these risks are never to 
be exceeded—but when risk-reduction costs are low, it shall be EPA policy to 
lower unreasonable risks further .


