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CASAC LETTER ON PM ISA (4/11/19)

▪ “Overall, the CASAC finds that the Draft ISA does not 

provide a sufficiently comprehensive, systematic 

assessment of the available science relevant to 

understanding the health impacts of exposure to 

particulate matter (PM). The CASAC recommends that 

the following fundamental limitations be remedied in 

a second draft of the ISA for CASAC review. 

• Lack of comprehensive, systematic review

• Inadequate evidence for altered causal determinations

• Clearer discussion of causality and causal biological 

mechanisms and pathways - specifically including pulmonary 

inflammation.”
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CASAC LETTER ON PM ISA (4/11/19)

▪“The CASAC finds that the Draft ISA does 

not present adequate evidence to conclude 

that there is likely to be a causal association 

between longterm PM2.5 exposure and 

nervous system effects; between long-term 

UFP exposure and nervous system effects; 

or between long-term PM2.5 exposure and 

cancer.”
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CASAC LETTER ON PM ISA (4/11/19)

▪ “The need for substantial revisions to the 

Draft ISA to provide clearer definitions, and 

technical details and methods in order to 

enable meaningful independent scientific 

review leads to the following two process 

recommendations: 
1. The CASAC recommends development of a Second Draft 

ISA for CASAC review.

2. The CASAC recommends that the EPA reappoint the 

previous CASAC PM panel (or appoint a panel with similar 

expertise)... The panel should be appointed in time to 

review the Second Draft ISA.”
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FINAL PM ISA RELEASED (DEC. 2019)

▪ 85 FR 4655, “To address these comments in the Final 
PM ISA, the EPA:

1) Added text to the Preface and developed a new 
Appendix to more clearly articulate the process of 
ISA development;

2) revised the causality determination for long-term 
ultrafine particle (UFP) exposure and nervous 
system effects to suggestive of, but not sufficient
to infer, a causal relationship; and

3) added additional text to the Preface of the PM ISA 
as well as text in the health effects chapters to 
clarify the discussion of biological plausibility and 
its role in forming causality determinations.”
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CASAC LETTER ON PM PA (12/16/19)

▪ “…some CASAC members conclude that the Draft PM PA 

does not establish that new scientific evidence and data 

reasonably call into question the public health protection 

afforded by the current 2012 PM2.5 annual standard.”

▪ “Other members of CASAC conclude that the weight of the 

evidence…does reasonably call into question the adequacy of 

the 2012 annual PM2.5 National Ambient Air Quality 

Standards (NAAQS) to protect public health with an adequate 

margin of safety.”

▪ “CASAC also finds, in agreement with the EPA, that the 

available evidence does not reasonably call into question the 

adequacy of the current 24-hour PM2.5 standard, PM10

standard, or secondary PM standards and concurs that they 

should be retained.”
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CASAC LETTER ON PM PA (12/16/19)

▪ “The CASAC recommends that the final PM 

PA provide quantitative uncertainty and 

sensitivity analyses to provide a clearer 

technical and scientific basis for data 

interpretation and policy making.”

▪ “The CASAC recommends that it be provided 

an opportunity to review a revised draft of the 

PM PA based on the final PM ISA.”
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FINAL PM PA RELEASED (01/27/20)

▪ “In Chapter 3 and Appendices B and C, we have made 
a number of changes:   

a. We have reduced the emphasis on evidence for long-term ultrafine 
particle exposures and nervous system effects to reflect the 
change in the final ISA’s causality determination from “likely to be 
causal” to “suggestive of, but not sufficient to infer, a causal 
relationship.”

b. We have expanded the characterization and discussion of the 
evidence related to exposure measurement error in epidemiologic 
studies, the potential confounders examined by key studies, the 
shapes of concentration-response functions, and the results of 
causal inference and quasi-experimental studies.

c. We have expanded and clarified the discussion of uncertainties in 
the risk assessment, and we have added additional air quality 
model performance evaluation for each of the urban study areas 
included in the risk assessment. 

d. We have provided additional detail on the procedure for deriving 
concentration-response functions used in the risk assessment.”
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CASAC LETTER ON OZONE ISA (2/19/20)

▪ “The CASAC recommends that the following key points be 

addressed in the final Ozone ISA:

•Critically review, synthesize, and discuss available scientific evidence 

on how changes in public health effects depend on changes in 

ambient ozone exposures. This is a crucial scientific topic for 

informing the Ozone PA and should be thoroughly addressed in the 

Ozone ISA.

•Clarify criteria used to select, evaluate, weight, and summarize 

studies; provide details of how the criteria were applied to individual 

studies and what the results were; and explain how key conclusions 

were derived from the results. 

•Clarify the meaning and derivation of stated key causal conclusions. 

Causal determination judgments stated in the Draft Ozone ISA are 

ambiguous, and sometimes appear subjective and arbitrary.”
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CASAC LETTER ON OZONE ISA (2/19/20)

▪ “On overarching process issues, the CASAC 

strongly recommends that the EPA consider 

restoring a traditional interactive discussion 

process in which the CASAC can interact directly 

with external expert panels, while also keeping 

the option of obtaining written responses from 

external experts to specific questions.”

▪ “The CASAC offers additional process 

recommendations in its review of the EPA’s 

Draft Ozone Policy Assessment (PA)”
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CASAC LETTER ON OZONE PA (2/19/20)

▪ “…some CASAC members conclude that the Draft Ozone PA 

does not establish that new scientific evidence and data 

reasonably call into question the public health protection 

afforded by the current primary ozone standard.”

▪ “Other members of the CASAC agree with the previous 

CASAC’s findings and recommendations in their review of 

the 2014 Second Draft Ozone PA. In that review, the 

previous CASAC opined that a primary standard set at 70 

ppb may not be protective of public health with an adequate 

margin of safety.”

▪ “The CASAC also finds, in agreement with the EPA, that the 

available evidence does not reasonably call into question the 

adequacy of the current secondary ozone standard and 

concurs that it should be retained.”
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CASAC LETTER ON OZONE PA (2/19/20)

▪ “On overarching process issues, the CASAC strongly 

recommends that the EPA consider restoring a traditional 

interactive discussion process in which the CASAC can 

interact directly with external expert panels, while also 

keeping the option of obtaining written responses from 

external experts to specific questions.”

▪ “The CASAC strongly recommends that the EPA work with 

experts in causal analysis, biological causation, management 

science, decision analysis, and risk analysis to improve the 

causal determination framework.

▪ “The CASAC recommends that it be given an opportunity to 

review a second draft of the Ozone PA (with an updated Risk 

and Exposure Assessment) after the final ISA for ozone is 

released.”
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