




ENCLOSURE 

Supplemental Answer to Question 1 of the December 14, 2011 Letter   

NOTE:  This supplements the answer that was enclosed in Assistant Administrator Gina 
McCarthy’s February 3, 2012 letter. 

Question 1.b.:  If EPA changed the assumption, explain who gave ultimate direction to 
change the assumption, when was it changed, and what was the basis for making the 
change. 

The decision to return to a no-threshold approach for estimating the benefits of reducing PM 2.5 
exposures was based on the EPA’s assessment of the science and flowed from staff 
recommendations that were elevated through the appropriate management chain and regulatory 
development process.   

As noted in Assistant Administrator McCarthy’s letter of February 3, 2012, the EPA used a no-
threshold approach to develop our main PM 2.5 benefits estimates for Clean Air Act rules from 
1997 to 2006. This approach was based on the scientific literature showing that health effects can 
occur along the entire range of potential exposures to fine particles.  In 2006, as the letter notes, 
the EPA changed its long-standing approach and applied an assumed threshold for the main 
benefits estimates of the 2006 PM NAAQS.  As a result, the main benefits estimates for all 
regulatory analyses of regulations reducing exposure to PM2.5 conducted between 2006 and 
2009 (when EPA returned to the no-threshold approach) reflected an assumption that there were 
no benefits associated with reducing PM2.5 below 10 micrograms per cubic meter (µg/m3).   

In November 2008, several of the EPA’s benefits analysts at the Office of Air Quality Planning 
& Standards (OAQPS) recommended changes to PM benefits analyses to improve the technical 
basis and scientific credibility of our benefits estimates for air quality regulations, including a 
recommendation that the EPA change the assumptions regarding applying thresholds to PM2.5 
mortality estimates.  The staff recommended using a non-threshold approach to estimating PM 
benefits for the main estimates because they believed that the current science did not support the 
application of concentration thresholds to epidemiologically-derived PM mortality estimates. 
The staff identified the then-upcoming Reciprocating Internal Combustion Engine (RICE) 
NESHAP proposal and Portland cement NSPS and NESHAP proposals as the rules that should 
be affected first by this change.  

In December 2008, the EPA’s Office of Research and Development released the first draft of the 
Integrated Science Assessment for PM for public comment. That assessment confirmed that 
there is no scientific evidence supporting an assumption of a threshold for PM2.5-related effects.  
That same month, and in January 2009, the benefits staff presented their recommendation of a 
no-threshold approach internally -- to other members of their benefits team, the science advisor 
for their division, and several OAQPS managers -- before presenting them to, and receiving 



endorsement from, OAR’s Office of Policy Analysis and Review and the agency’s National 
Center for Environmental Economics (part of the Office of Policy) in February 2009.  

The EPA sent a draft of the benefits analysis for the RICE NESHAP proposal to the Office of 
Management and Budget (OMB) that used the no-threshold approach.  However, because the 
OMB had an unusually short period to review the draft RICE proposal and the Regulatory 
Impact Analysis (RIA), the EPA agreed to remove the no-threshold approach from that RIA and 
wait until the upcoming proposed cement rules to make the change.  The RICE rule was 
proposed Feb. 25, 2009; the accompanying RIA used the threshold-based approach in its PM 
benefits analysis. 

During a March 2009 options selection meeting for the Administrator on the proposed Portland 
cement rules, the no-threshold methodology was mentioned.  As that proposal and the 
accompanying RIA moved forward through the standard interagency review process, the EPA 
and OMB had several discussions on the methodology change, which was included in the RIA 
for the proposed Portland cement rules. In that proposal, which was signed April 21, 2009, the 
agency specifically sought comment on the use of the no-threshold approach.  The EPA staff 
considered the comments received, along with advice from outside advisory panels, in 
developing the final RIA for the Portland cement rules. That final RIA (and all subsequent RIAs) 
used the no-threshold approach, which is fully supported by the scientific literature on the health 
effects of fine particles.  

Question 1.c.:  If EPA changed the assumption, provide all analyses and briefing or 
decision memoranda, for the EPA Administrator or EPA Assistant Administrator for Air 
and Radiation, relating to the change in assumptions. 

Please see the enclosed document. 




