April 17, 2006

The Honorable Stephen Johnson

Administrator,

Environmental Protection Agency

1200 Pennsylvania Avenue, N.W.
Washington, D.C.  20460

RE: Docket ID No. EPA-HQ-OAR-2001-0017

Dear Administrator Johnson,

The undersigned physician organizations appreciate the opportunity to comment on the proposed rules for National Ambient Air Quality Standard for Particulate Matter (FR vol. 71, No. 10 1/17/2006).  Establishing appropriate standards for particulate matter (PM) that ensure adequate protection of the health, including vulnerable populations, will have significant positive impact on our nation’s health.  

As professional organizations that represent physicians treating patients with diseases either caused by or exacerbated by air pollution, we are keenly aware of the impact air quality has on the individual health of our patients   As such we are committed to supporting a standard for PM that is protective of the health of vulnerable populations including children, seniors and patients with respiratory and cardiac conditions.

Air Pollution and Public Health

There is a robust and growing body of evidence linking PM to adverse health effects.  PM has now been linked to a broad range of adverse health effects, both respiratory and cardiovascular, in epidemiological and toxicological research.  

Epidemiological research has shown an association between PM exposure and increased risk for mortality
.  Time-series studies reported in the early 1990’s showed that day-to-day variation in PM concentration was associated with mortality counts
.  These studies in selected cities have now been followed by national-level time-series analyses in the United States and Europe that pool data from broad regions to produce national estimates of the effect of PM on daily mortality.  
For example, in 90 U.S. cities, the National Morbidity and Mortality Air Pollution Study (NMMAPS) estimated a 0.2 percent increase of all-cause mortality per 10 μg/m3 increase in PM10 
.  Risk was highest in the northeast and for cardiovascular and respiratory causes of death.  Findings of follow-up studies, including most notably the Harvard Six Cities Study 
 and the American Cancer Society’s Cancer Prevention (CPS) II Study
 , show that the resulting loss of life may be substantial.  The time-series studies show a linear relationship between PM concentration and risk at concentrations measured routinely in many U.S. cities
.  

There is a now a substantial, parallel literature on PM and morbidity.  Studies have addressed PM and risk for hospitalization and other clinical outcomes and pre-clinical biomarkers
.  Since the 1997 PM NAAQS, there has been an explosion of research on cardiovascular consequences of exposure to PM
 indicating short-term and long-term effects of PM on cardiovascular health.  
A recent study, that includes data from over 11 million Medicare beneficiaries, shows that even small increases in exposure to PM results in increased admissions for cardiac and respiratory conditions, including heart and vascular diseases, heart failure, chronic obstructive pulmonary disease and respiratory infections.  The effect was even greater in participants over 75 years old, in terms of heart problems and COPD than participants 65 – 74 years old
.  
In short, a significant body of research has described potential mechanisms for and the range of health effects caused by PM air pollution.  The undersigned physician organizations find the body of scientific evidence to be rigorous, comprehensive and compelling enough to justify a significant tightening of the existing NAAQS PM standards.
Scientific Uncertainty

We would like to make a few general comments about “scientific uncertainty.”  In several places the proposed rule notes areas of “scientific uncertainty” regarding both the nature and magnitude of health effects caused by PM.  In many cases, scientific uncertainty is used as a justification for proposing a rule that is less stringent than that recommended by EPA staff, the Clean Air Scientific Advisory Committee (CASAC) and the scientific community.  
We acknowledge that there are several areas where research has not fully elucidated all the questions surrounding the magnitude of disease and the mechanism of diseases caused by or exacerbated by air pollution.  However, research has consistently demonstrated adverse health effects from air pollution at levels below the proposed NAAQS standards.  Any scientific uncertainty that is not yet addressed by the body of research evidence on the health effects of air pollution should lead EPA to issue a standard that is more protective of the public health, not less.  
PM2.5 Annual Standard
The undersigned organizations are disappointed that the proposed rule does not seek a stricter annual standard for fine particulate matter (PM2.5).  We feel strongly that the proposed standard of 15 µ/m3 average annual exposure is insufficient to protect the public health, especially vulnerable populations like children, seniors and patients with respiratory and cardiac conditions.
As was fully documented in the EPA Staff Paper there is a robust body of evidence showing adverse health effects, in terms of morbidity and mortality, at levels below the proposed annual PM2.5 standard.  We further note that EPA staff and CASAC specifically recommended a range of options for the annual PM2.5 standard that were lower than what issued in the proposed rule.  
Recommendation:
We recommend that EPA set the following annual standard in the final rule:

12 µg/m3 average annual exposure

Examination of the mean PM2.5 concentration levels reported in the key long-term studies suggests that an annual average standard of 12 µg/m3 or below is needed to protect public health with an adequate margin of safety, to protect sensitive subpopulations, as required by the Clean Air Act.  This was the approach used by the State of California when it determined that the annual average fine particle standard should be set at 12 µg/m3 
.
PM2.5 24-Hour Standard

While we appreciate that EPA has proposed to lower the 24-hour standard for PM2.5, further tightening of the 24-hour standard is warranted.  Again, a substantial body evidence has shown mortality and morbidity impacts from exposure to PM2.5 below the proposed of 35 µg/m3 24-hour exposure standard. We note that EPA staff, CASAC and the scientific community have presented options for the 24-hour standard that is more protective that than proposed by EPA. 
In selecting its proposed suite of measures for the PM2.5 standard, EPA has essential chosen the least protective standard possible among the options recommend by EPA staff and the Clean Air Scientific Advisory Committee.  In choosing the least protective standard, we feel EPA has ignored it statutory obligation, under the Clean Air Act, to select a standard that is protective of human health, including vulnerable populations, with an adequate margin of safety.  To meet the statutory obligation of the Clean Air Act, further tightening of the 24-hour standard is needed.
Recommendation

We recommend that EPA set the following 24-hour standard in the final rule:

25 µg/m3 24-hour exposure standard (99th percentile)
Based on scientific studies showing effects at low concentrations, our organizations support a daily PM2.5 standard of 25 µg/m3, or below, to protect public health.  In addition, for a standard designed to limit high daily concentrations, the 98th percentile form of the standard simply allows too many high pollution days to go unregulated.  EPA’s risk analysis indicates that a 99th percentile form of the standard would provide substantial additional health protection in every city analyzed
.  

PM10-2.5  24-Hour Standard
The proposed rule correctly notes that there is a smaller body of research documenting the health effects of PM10-2.5 .  Much of the existing research concerns PM10-2.5  from burning of fossil fuels and other industrial activity.  Such PM10-2.5  emissions are often described as “urban PM10-2.5 .” Less research exists on exposure to windblown crustal emissions and emissions from agricultural sources.  While less robust than research on PM2.5, the existing research on both urban and non-urban PM10-2.5  suggest adverse health effects from exposure.   These adverse health effects have been observed at levels below the proposed EPA standard.
Recommendation
We recommend EPA consider issuing a final standard for PM10-2.5  that is more stringent that the proposed 70 µg/m3 24-hour exposure standard.

PM10-2.5  Emissions Exemptions
We are concerned that EPA is proposing a blanket exemption from the rule any PM10-2.5  emission from mining and agricultural sources.  The proposed rule further invites other industries to apply for exemptions from the PM10-2.5 emissions standard.  Such exemptions are not supported by research and constitute poor public policy.
As noted previously, compared to PM2.5, there is less research available to assess the health effects of exposure to PM10-2.5  emissions.  What research does exist focuses mainly on urban PM10-2.5  emissions.  However, we note there is no research available to suggest that exposure to agricultural or mining coarse thoracic particles is harmless.  In its March 2006 letter to the EPA, CASAC expressed is opposition to the proposed exemptions for agricultural and mining emissions.  

Until data can support exemptions for agricultural and mining emission posing no health threat, the proposed exemptions are without scientific merit and should not be retained in the final rule.  

Recommendation

We recommend that the final rule not include exemptions for PM10-2.5  emissions from mining, agricultural or any other industrial activity.

PM10-2.5  Monitoring

We are concerned that EPA is proposing to require monitoring for PM10-2.5  emissions primarily in urban areas.  EPA is proposing no monitors in communities with a population less than 100,000.  When enacted by Congress, the Clean Air Act was intended to provide protection to all Americans, rural and urban, from the adverse effects of air pollution.  Establishing a rule that exempts large segments of the population based on geographic location is neither in the spirit nor letter of the Clean Air Act.

Monitoring exemptions for agricultural, mining and rural areas will impede our understanding of the potential health effects from exposure to PM10-2.5 .  Data from monitoring PM10-2.5  emission in rural areas is needed to drive research on the health effects of PM10-2.5 .  Without a national monitoring network for PM10-2.5  in urban and rural areas, scientist will be unable to resolve key questions on health effects from PM10-2.5 .  Without national monitoring data from rural and urban areas, EPA is essentially perpetuating a regulatory policy that is based on an absence of data and lack of scientific understanding.  Collecting national data on PM10-2.5 is an essential element of a prudent regulatory and research policy.

Again, we note that the CASAC has expressed its opposition to the PM10-2.5  monitoring proposal and strongly recommends monitoring in urban and rural communities, saying “CASAC neither foresaw nor endorsed a standard that specifically exempts all agricultural and mining sources, and offers no protection against episodes of urban-industrial PM10-2.5  in areas of populations less than 100,000.” (CASAS March 19th letter to Administrator Johnson). 

Recommendation
We recommend the final EPA rule include appropriate national monitoring and enforcement of PM10-2.5  in urban and rural areas.
In conclusion, we see the establishment of a protective National Ambient Air Quality Standard for particulate matter as having a direct impact on the health of the patients we serve.  We appreciate the opportunity to comment on this important rule and strongly urge EPA to adopt our recommendations to ensure the final rule is protective of the nation’s health.

Sincerely,

American Thoracic Society
American College of Cardiology

American Academy of Pediatrics
American Association of Cardiovascular and Pulmonary Rehabilitation

National Association for the Medical Direction of Respiratory Care

American College of Chest Physicians
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