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Summary

The S5Natioal 5 ciation5 {5 Manufacturers 5(NAM) 5 ubmits 5 this 5Request 5for 5
Correction JRFC) ursuant o The Information Fuality 5ct 5 (IQA) JSection 515 5f 5the 5
Treasury and General Government propriations 5Act for Fiscal Year 2001), in accordance 5
with the procedures Set forth in Section 8.5 5f EPA’s Information Quality Guidelines (EPA 5
IQG). This RFC concerns the Niice 5f Prop sed Rulemaking 5n the Natio&l 5Smbient 5ir 5
Quality Standard TNAAQS) ¥5 50zone Hublished &t ¥5 Fed. Reg. 2938 JJan. 519, 2010) 5
(Proposed Reconsideration) Jand Sertain Scientific documents dis®minated 5by FEPA Gn 5

upp rt ofsthe Br ed Rec5 iderati5. The c5tac i¥5mati5 f5 thi RFC i5a55
follows: 5

Bryan L. Brendle 5

Director, ERergy and Resources Policy 5
The Natio:l Association of Manufacturers 5
1331 Pennsylvania Avenue, NW 5

Suite 600 5

Washingto5DC 20004 5

NAM is the @tio5’s Sargest industrial trade associatiofi representing Small and &rge 5
manufacturers 5in 5every 5industrial 5 ector 5and 5in 5all 50 5 tates55 5Headquartered 5in 5
Washingtof, D.C., NAM has fnore $han 31,000 Sorporate Inembers, $epresénting & Sectob 5

hat emp y mii5 5f merica 5wrker. N M mi i5 i e ha ce the 5
competitiveness 5 f inanufacturers@nd Smprove Smerican 5 iving Standards5hby 5haping & 5
legislative and regulatory e¥iro5 ment c5 ducive tb U.S. economic growth. 5 the feading 5
voice Bf manufacturing i the U.S., NAM is deeply concerned that crucial decisions bn air 5
pollution Tontrol policy Feflect he best, linbiased Scientific Snformation osSible. 5SNM 5
members may also be Subject toG%reas5ed regulationfs a result 5f the propos&d revistons 5
to the 5zone NAAQS. Our members, and their employees aid familfes, desérve that thesé 5
important Jolicy Hecisions Je grounded 5n Science. 55Thus, NAM S&nd Sts Smembers Sre 5
affected persons. 5

In 2007, EPA proposed to revise the NAAQS for bzone, finding that the 1997 8-hour 5
tandard 5 f 0.08 ppm was 5 Yonger requiSite t5 protect public health and welfare (2007 5
Proposal). 9he 2007 Proposal 5elied 55 ubstantially $he 5ame Snfobmation $rom $he air 5
qualty criteria a5d review where EP f5u5d the weight 5f the séie5ce sGpp5rted the 1997 5
NAAQS, yet EPA Seached 3 §5 clusion $hat 5She 3997 & e NAAQS Should be Seviséd. 3555
2008, EPA finalized a reviséd 5zone NAAQS 6f 0.075 ppm (75 ppb) (2008 Rule), finding any 5
level below Bhat svas 5 t 5 ecessary. Hhis 5uld Svas Shallenged, Gnd $he Stigatioh Femains®
pending in the D.C. Circuit. 5



As art ®f §he 5 ormal3public EBmment probess For The 2007 Propbsal, The NAM 5
submitted & Request Jor Lorrection 2007 RFC) 5n Bccordance with 3he £PA 3QG.1 Fi 5
information Misseminated Ss Sart 5f 5an 5PA 5 notice-and-comme3 5 process, F£PA’s 3QG 5
require the Bgency tb incorporate its response to the RFC within its 5rmal 5 PA response 5
t5cSnme 5 EP did thi5c5 curre & with it5pubicati5 5f the fisa 0b5e N5 QS 5
reviston.2 Becau® EP ’'5re p5 e Wa5bmdequate a 5d the Ade y made n5 e 5f the 5
requested Torrectiofis, NAM Jiled & Request For Reconsideratioh 5n ®ctober 2008 §2008 5
RFR), which i5i5cided a5Atachme5t 1 t5thi5RFC.3 EPA delivered an ifiterim reply in 5
January 2009, Swhich 55 Sncluded 255Attachment 2 %6 3his RFC, Snforming NAM %hat She 5
Agency 5Atended 35 postpone Fesponding 5ubstantively 3o 3he RFR because 5f 5 itigatio55
underway at the time in the U.S. Court ¥ Appeals for the District 6f Columbia Circuit.* That 5
suit Femains 58 abeyance pendig 5EPA’s Seconsideration 5 f §he ®zone NAAQS Feviston, 5
which EPA has committed to complete by August 31, 2010. 5

th5ugh the EP 1QG s&y5the 5ge5cy ge5era5y wib re5p5 d i5 90 day5t5 a5 RFR, 5
17 months have passed without a Substantive response. Meanwhils, EPA has relied upon 5
the Svery 5 ame Sinformation 5Schallenged 5in 5the 52008 5RFR 5to 5support Sthe 5Proposed 5
Reconsideration.5 Many bf the information quality issues raised in the 2008 RFR remain 5
exactly as they were at the time the RFR was Submitted. It is common Sense that feads us 5
t5 be beve that EP ha5a duty t5fub5y, cSmpktey aid tra5 pare 5ty adhere t5it50Ww 55
administrative procedures and respond to the 2008 RFR at this time, well before it makes 5
any final decision 5 the Reconsfderation. Mbreover, the public has a right to review EPA’55
re55 e t5the RFR bef5re pr5vidi5g néw pubic c5mme5t505 the 5Scie5tific merit5 obthe 5
Proposed Reconsideration. Without the abilRy tb review EPA’s response, the public would 5
be Sleprived »f 3 fneaningful pportunity 5o $6mment, 5n Shat 5t svould be Jess Bhan 5$ully 5
informed, which is contrary to the letter and spirit of the Clean Air Act. 5

Purportedl$ based bn the Same record as the 2008 Rule, EPA has “reconsidered” the 5
level and Row proposes tb revise the primary 5tandard tobomewhere between 60 ppb and 5
70 ppb 5Ad 56 promulgate 5 Hifferent Secondary Standard. 55 5dditioh $o Seasserting She 5
scientific record for the 2008 Rule, EPA considers and relies 5 Jew information fot in the 5
2008 Rule Fecord. 538 Fe-disseminating She ®1d Snformation 5ind slisseminating $he S5ew 5
information, EPA has 5ot cbmplied with the 1QA, which requires that agencies disseminate 5
information 5n & Snanner $hat ®nsfires And fmaximizes 5ts fuality, 5 bjectivity, futility &aind 5

5

5

1 National 5 ciation 5 of Manufacturers (2007), U.S. Environmental Protection Agency (2008b, p.16496) and 5
U.S. Environmental Protecti5 Agency (2002). 5
2 U.S. Environmental Protection Agency (2008c¢). 5
3 Natibnal Association of Manufacturers (2008). 5
4 U.S. Environmental Protecti5 Agency (2009a). 5

U.S. Environmental Protection 5gency (2010a, p. 2940): “This reconsideration is based bn the Scientific and 5
technical information and ana5/ses on which the March 2008 0; NAAQS rulemaking was based.” 5
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integrity. EPA has wholly failed to d5%o0 here. 5s a result, NAM is compelled to Submit thi55
RFC. The primary points raised i5this RFC are summarized as follows: 5

» Fir5t, i5 Secti5 [, the N5M exp@i5 why EP mub5tre5p5 d t5it52008 RFR. Secti5 5
[ 5f thi5 d5cumeb5t, thu5, 5h5uf n5t be treated a5a néw RFC, fobit d5e55 trai5e a5y 5
ew 5information Squality SssuesSthat Swarrant 5a 5ew 5reply Gn She Sesponse 3o 5
comments 5EPA 5will 5publish Salong 5with Sany Srevised SFinal SRule. 55This 5ection 5
summarizes NAM’s 2008 RFR and seeks only to remind EPA of its duty to respofsl. 5

» 15Secti5 1II, the N5M the5 5ut55e 5s5me 5f the materia5err5r5i5 the Br5p5ed 5
Reconsideration that c5titute 5 new IQA violationsThat must be cbnsidered as part 5
of 3 5 ew RFC. S5ection I bdentifies 5 ew 3QA ¥iolations Felated 5o Fhe Sew 5science 5
cited b5 supp 5t of5the Br p 5ed Rec 5 iderati 5 a W the ma 5er 55 which 5
Administrator Jackson has relied upon it. Specifically, EPA cites a review ¥ Simited 5
ew S5scientific Snfobmation repared by The Agency {“Provisioal 5 essment5 f5
Recent Studies 5 n Health 215 5Ecological Effects 5 f Dzone Exposure,” September 5
2009) FProSisional 5 sessment). 53'he PropoSed Reconskeratioh FeliesBipon Fhe 5
Provisional® essment5 for Scientific 5 upport 5for 5 wering She Sprimary 5zone 5
tandard 5a%l 5 etting5a5 ew 5 econdary 5 tandard. 5 5H5wvever, 5 the 5Provisional 5
Assessment $loes 5 5 such Fhing. 53t 5s &an ®gregious Yiolation »f $he 5305 mation 5
quality S5presentatiofial® bjectivity 5 standard 5to Smisrepresent Sthe 5c5tents 5 f5a 5
cientific document in an effort to Support a decision made on nonscientific grounds. 5
The Snformation Huality ®rrors alléged Sherein Should be Sreated s part 5fa 5ew 5
RFC. 5

» Section 3II ®expands Sipon Snformation Fuality ®errors Sdentified 5n The 2008 RFR 5
becau ® the 5ame err S 5ari®e i55 me of5Sthe 5ew 5cie 5ce EP reie505i5the 5
Proposed Reconsideration. S3'hus, $his Sectio55should be $reated 35 2 Feminder 5f 5
EPA’s Muty 36 Fespond 3o 3he 2008 RFR Svith Fespect 3o Fhe SnflGential® cientific 5
information Thallenged $herein 35 25 3 few RFC Wwith Fespect 6 Bhe Snfluential®
cientific 5 information 5 disseminated 5 and 5 relied 5 upon 5 in 5 the 5 Prop5ed 5
Reconsideration. 53Ve Suggest 5a Hath Fobward That EPA Tan Fake 35 Fensure Sts 5
adhere ke 65i ¥ 5mati 5 qua By pri kip e 5a © p Sicie 5i 5the 65 text 5f the 5
Proposed Reconsideration. These 5ame actio5s may be helpful i responding to the 5
2008 RFR. 5

» Section 3V ®expands S1pbn 2 Hroblem Sdentified 5n The 2007 RFC and 2008 RFR 5
concerning EPA’s Seliance ®n ¥ederally-conducted 5 5ponsored 5 tatisfical Studies®
that ddo 5 t5Sadhere Sto SFederal 5tatistical 5policy 5tandards 5and S5guidelines 5 5
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respons5 e bias.® Federal policy 5s xplicit yegarding $he meed Fob agencies $hat 5
conduct 5r 5sponsor Snformatioh Tollections Zichieve $he highest practical Fates 5 5
response in order to avoid the potential for bias from low response rates.” 5

These mandatory Federal Standards are hot met in the 5Studies that the Government 5
funded 25 5which EPA TFelfes Sipon %o 53orm 5the S5dministrato5r’s judgment %o 5
propose to bower the 5tandard to a kevel between 60 and 70 ppb. Nb5etheles5 , EPA 5
is bound by applicable Statistical p5icy 5standards and informatio quality guidance 5
to assure that the infobmation EPA dissBminates meets these Statisfical 3andards. 8 5
In particular, EPA must ensure that the Statistical information it relies upon meets 5
Federal Statistical policy Standards36r responss rates, ahd where respbnse rates are 5
below prescribed thresholds, ensure that 5 responsfe bias analyses are perfobmed. 5
EPA cannobevade Federal statistical policy standards by outsourcing to third parties®
the production ¥ scientific information that does hot meet Federal 5tatistical poScy 5
tabdard5 the5 di5 emibate it a5authSritative. EP  re%ed o5 the % 5tudie5i5 the 5
2007 5Proposed 5Rule 5and 52008 5Final 5Rule, 5and 5NAM 5identified 5and 5raiséd 5
respons5 e bias as material infobmation quality error in the 2007 RFC and 2008 5
RFR. 53espite Shaving 5 t 5replied 5o 5the 52008 5RFR, 5EPA Srelies 5 5the 5ame 5
information again in the Proposed Reconsideration, thus generating a hew round bf 5

5

6 The sfatiStica5p5 icy StaS5dard5appy t5 “Federa5ce5 uSe5a5d sGrvey5wh5 e satiGticaSpurp5 e5i5cqude 5
the Blescription, Bstimatibn, Br Gnalysi55of §he Bharacteristics 5f groups, Segment, activities, 5r geographic 5
areas 5n Any biological, lemographic, 8conomic, #nvironmental, hatural Fesource, physical, Social, 5 5 ther 5
phere 5of Snterest.” 50ffice of Management :id Budget {2006, P. 51). For Statistical policy purposes, &n 5
observational epidemiology Study is a Special purpose Survey intended to describe, estimate, anfl analyze the 5
extent to which exposure to various environmental agents may have pbtentially adverse health effects 5n a 5
population®f interest. 5

7 Office of Management aiid Budget (2006, p. i) provides that: 5

gencies 5 must 5design Sthe 5urvey 5to Sachieve 5Sthe Shighest Spractical Srates 5 f Sreonse, 5
commensurate with the importan6e 5f Survey uses, responfent burden, anfl data collection®
costs, tb ensure that Survey resultsfre representative 5f the target population So that they 5
can be uSed with confidenbe to iiform decisions (emphasis added). 5

Furthermore, Bhese %iuidelines have Yery Specific Fequirements $hat fnust be net vhen Sctually Fesponse 5
ratesfurn®ut to be too 16w: 5

Nonresponse bias analyses fust be 65 ducted whe5 fi5it o5fem re 5 e Bate55r other 5
factors suggest the potential for bias%o occur (emphasis added). 5

Id.
8 Office bf Management ahd Budget (2006, p. iii): “Standard 6.1: geScie5are re5p5 ib%® f5r the quaSty ob65
informatibn §hat $hey WissBminate aind 5nust 55 titute Zppropriate Tonfent/Subject Snatter, 5tatistical, &nd 5
methodolgical 5 review S5procedures 555 comply 5with 50MB 5a5d Sagency Sinformation®Quality 5Guidelines” 5
(emphasis added). 5



information Buality Brrors. Shus, Bhis Section Should be freated 3s 3 Feminder X 5
EPA’s 5luty 56 5espond 3o 3he 2008 RFR Swvith Fespect 36 $he influential Statistical 5
information Fhallenged $herein Bifd 55 5% hew RFC With Fespect 35 Bhe Snfluential®
statistical® information 5 disseminated 5 and 5 relied 5 upon 5 in 5 the 5 Proposed 5
Reconsideration. 53Ve Suggest 5a Hath Fobward That EPA Tan Fake 35 Fensure Sts 5
adhere ke 65i ¥ 5mati 5 qua By pri kipe 5a © p Sicie 5i 5the 65 text 5f the 5
Proposed Reconsideration. These 5ame actio5s may be helpful i responding to the 5
2008 RFR. 5

» Section 3/ Hutlines 5Aformation fuality ®rrobs Fesulting $rom EPA’s Henchant For 5
making Sirreconcilable 5claims Sabout 5cientific 5information 5in Sdifferent 5ettings55
depending ®n Svhether 5t Supports Sor kontradicts $he Policy Jecision 5t Seeks 30 5
support. EPA’s PropoSed Reconsideration Suffers from Similar problems butlined in 5
the 2008 RFR, raising Rew IQA errors that must be corrected. F5 Sozone, EPA insists 5
that Self-administered and Ften 5 eF-reported Jung function test data are valid and 5
reliable Sor 5demonstrating Sadverse Seffects, Sbut Sfor Snitrogen 5di%xkide 5 EP 5 said 5
[r]eliable Sdata 5are 5 toriously 5 difficult 5to 5come Sby Susing Sportable Speak Slow 5
measuring dlevices.”? These brreconcilable Statemenis are Slocumented 5n $he 2008 5
RFR. Since the 2008 RFR, EPA has$ublished reviséd d6cuments f¥ 5 itrogen 5xides®
in Svhich he 5 tatement Jescribing 3hese $ata &5 Sinreliable 5vas Simply Heleted. 5
While $his fnay have Bliminated Sew 5Sevidence ofSEP ’5materia 5abu % of55cie Stific 5
information in Support Sof predetermined policy ®Bbjectives, it 8id 5ot eEminate the 5
fact. 5EPA Xontinues®55rely 5 erro®ous 5scientific informatio5 %5 Gnform %he 5
dminisStrator’s judgment in determining the appropriate level obthe standard in the 5
Proposed Reconsideration. 53'hus, $his Sectio55should be Freated 35 3 Feminder 5f 5
EPA’s Sluty 36 Fespond o $he 2008 RFR Swvith Fespect %o She 5nfluential Statistical®
information Thallenged Sherein 25 %5 & Jiew RFC Svith Fespect 36 3he Snfluential®
statistical® information 5 disseminated 5 and 5 relied 5 upon 5 in 5 the 5 Proposed 5
Reconsideration.l® We 5ugge § a path b5ward that EP ca 5take 65e S5ure £55
adherence %o S3ormation 5 quality Srinciples Jand Solicies 555 the context 5f 5the 5
Proposed Reconsideration. These 5ame actio5s may be helpful ifi responding to the 5
2008 RFR. 5

5

9 53J.S. Environmental Protection 5 gency §2007, . 3-16). £EPA Hlso ®xplains She Significan®e »f pbor Hata 5
collectibn methods: “This may help explai why, in contrast to Studies with Supervised measurements, one 5
of the Sne 5studies using home peak flow measuremefits reported any Significanbassociations with ambienb5
NO..” Id. EPA display5n® such caution in ifiterpreting the same studies with respect to ozone. 5

10 59his Sssue was Faised 5n $he 2007 RFC 5ind $he 2008 RFR, %o Svhich EPA 5till has & Sluty %o Fespond. 5
Section¥ Faises hem &is & 5 ew RFC because EPA has Edmmitted 5imilar ®rrors 5gain, anf She 2008 RFR 5
cannf address errors committed after it was filed or based on a Subsequent record. 5
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Section VI cbncerns EPA’s continued problems managing input from the CASAC in 5
ways Bhat @re Tompatible Svith Snformation Sjuality. SNAM 5Faised $his 3ssue 5n Fhe 5
2007 RFC and 2008 RFR. NAM doés 50 again here becauSe EPA has exacerbated the 5
problem, aiid thus committed hew errorspin the preamble to the Reconsideration by 5
continuing to rely 5n CASAC input without clearly disfinguishing between C$AC’s 5
scientific Snput and 5ts policy 2dvice. 55he Proposed Reconsideration aappears 30 5
abdicate 303CASAC Huties Jand 5 bligations Teserved %0 The 5dminis5trator Sinder 5
Sections 108 and 109 5f the Clean Sr 5Act. This magnifiesthe information quality 5
errors ®mbedded 5n She 2008 Rule by ®liminating Wwhat Jimited &Srity $here was 5
concerning the disfinction between CASX's 5scientific review and its policy advice. 5
The Proposed Reconsideration $hus £bntains & mew Found »f 58formation Sjuality 5
err 5r5that warra5t a ndw RFC a5d sh5ufl be treated a55uch.1! We 5ugge X a path 5
forward that EPA can take to ensfre its adherence to informatiof quality principles®
and policies 58 The Sontext Bf $he Proposed Reconsideratioh. 5These Same Actions 5
may be helpful in respbnding to the 2008 RFR. 5

Within each Section, NM 5 uggests Specific remedies that, at a minimum, EPA must 5

provide 5n Brder SoehAsure She Snformatioh 5t has Slisséminated Felated 5o $he Proposed 5
Reconsideration meets the Sevel 5f quality, bbjectivity and usefulness required by the IQA 5
and the Clean Air Act. Only in pro%iding this relief, can the public be properly informed and 5
meaningfully participate i5 the rulemaking probess. 5

In 5um, ¥PA ust 56llow 5ts Bwn procedures 53hd sespohd 56 bhe 2008 RFR at bhis 5

time a5d mu i 85 s5 before fnaking any 5inal Slecision 5n $he Proposed Reconsideratiof. 5
Without & Smeaningful 5 pportunity 3o Seview EPA’s Fesponse, public tomments 5vill he 5
eriously 5u5informed 5a% 5 there 5Swill 5 t 5 be 5a55 pportunity S5for Smeaningful Spublic 5
participatiof, in contravention of Clean Air Act requirements. 5

5

11 59his Sssue was Faised 5n $he 2007 RFC 5ind $he 2008 RFR, %o Svhich EPA 5till has & Suty o Fespond. 5
Section¥I FaiSes Shem &s 5 fiew RFC because EPA has sommitted Similar Brrors 5gain, 3nd $he 2008 RFR 5
cannf address errors committed after it was filed or based on a Subsequent record. 5
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L. EPA’s RECONSIDERATION CONFIRMS INFORMATION QUALITY DEFECTS
IDENTIFIED AND DESCRIBED IN NAM's 2008 REQUEST FOR
RECONSIDERATION BUT TO WHICH EPA HAS NOT SUBSTANTIVELY
RESPONDED.

It s Bmportant 5o ®stablish 3he Baseline For dliscussing Information Bjuality 3sshesD
related to the Proposed Reconsideration. & baseline is eSsential because, as hoted above, 5
EPA has 5 tresponded to the 2008 RFR despite 17 months to do 5o0. Yet EPA 5tates in the 5
preamble $hat 5t %s Felying n bhe Jame Scientific 5ecord $hat ¥PA Administrator Stephen 5
Johnson %elied Sipon 5n Support Sof his 2008 slecision5-the Same Scientific Fecord Shat sve 5
challenged. 5

In Fhis Section, sve Sleal ®xclusively svith & p5rtion 5f EPA’s 5cientific $ecord as 5t 5
existed svhen WAM 5iléd She 2007 RFC. T'o 5hat 5ecord 5 dded $he 2008 Rule and EPA’55
Response o £omments. 5£PA’s Snadequate Fesponses, iind 5ts Dften Tomplete Failure 3o 5
respond at all, were described in the 2008 RFR. 5

A. The Information Quality Act and Applicable Information Quality Guidelines.

The 3QA Hirects he Dffice 5 f Management Ja¥l 5 Budget YOMB) o Sexercise Dy 5
regulatiof or guidance certain authorities delegated to it in the Paperwork Reduction Act of 5
1995.12 Specifically, The 5aw Sdirected OMB 355 provide, Dy S Sdate Sertain, 55 icy 5and 5
procedural 5guidance 5to S5Federal 5agencies®f% 5 ensuring 5and 5Smaximizing 5the 5quality, 5
objectivity, Sutility, 5and 5Sintegrity 5 f 5 information 5(including 5 tatistical 5 informatio3 5
disseminated by Federal agencies. 5

The faw directs OMB to “require that each Federal agency” publish its 5wn agency-5
specific guidelines “ensuring and maximizing the quality, objectivity, utility, and integrity of 5
information 5(including 5 tatistical®information) 5disseminated 5by 5the 5agency,” 5and 5to55
“establish Sadminisfrative Smechanisms 5allowing Saffected Spersons®t55 eek 5a%l 5 btain 5
correction 5f 5information Smaintained Jand disseminated Dy The Jagency Shat does 5t 5
comply.” 5 B&gency’s Bdministrative inechanism 3hus Snust Snclude % Bbna Jide Svay Dy 5
which affected partiesZean Thallenge Sigency ®rrors §“seek ... cGrecti5 ”) 85d & way b5 5
errors $6 Actually be Sorrected $“and ®btain c5rrecti5 ”). Apr5ce5 that 55ab &5 &ffected 5
persons 3o Seek a ¢ Frecti5, but n % t5 &ctua 57 6btain 5t, loes Mot Tonform o HMB’s 5
government-wide guidelines® or to the plain language of the law. 5

5

12 44 U.S.C. § 3501 et seq.; 44 U.S.C § 3516 note (Policy aid Procedural%uidelines). 5
13 Office of Mandgement and Budget (2002). 5



B. NAM's 2007 Request for Correction (2007 RFC)

Pursuant %o $he Pprocedures Set Jorth 5n The EPA 3QG, NM Ssubmitted & petition 5
styled according to EPA’s preferences as a “Request for Correctio5” 8r RFC 5n October 9, 5
2007,14 a8 part 5f the prescribed public commeft process 5n EPA’s 2007 proposed revisio55
to the 5zone NAAQS. The EPA IQG cbmmits the 5 gency to reply tb the RFC in the hormal%
course Bf 5ts fesponse $o public somments, 5s equired by $he Administrative Procedure 5
Act. EPA’s responses toJublic comments in this casé are governed by Clean 5r 5Act Section 5
307(d)(6)(B). 5

C. EPA’s Response to Comments

EPA Scattered its respofises to the 2007 RFC throughout the 210-page Response to 5
Comments document, in many case$ without clear attribution.1> 5 fter ai extensive review, 5
it became clear that this response was Seriously deficient bn multiple Fevels. Sixteen times, 5
EPA 5imply 5 “rejected” S5SNAM's Sinformation 5quality 5error 5claim55 ften Swithout 5the 5
presentatio55of ay 5ubstantive data r even®ogical argument. Twelve times EPA merely 5
said 5t 5diSagrees” vith WAM Fegarding Bhe Sbjectivity 5 f & purported StatemeX 5 f Fact, 5
knowledge, 5r Scientific Snference, 35 3f Fepresentatio5 5 of fact br khowledge are 5thing 5
more than Bpinion. EPA rarely prbvided a% 5 upport fbr its responses, largely choosing to 5
assert an ubounded authority to5simply ignobe the substance of NAM's claims. 5

Based bn this review, N5M concluded that it was Becessary to exercibe 5ur Statutory 5
right 3o 5eek 5and obtain the c Grecti5 5f err ¥ By mea 5 of5the &ppea 5pr Tedure 55
established in the IQA and OMB, and set forth in the EPA IQG. 5

D. NAM's 2008 Request for Reconsideration (2008 RFR)
5 [f our review of EPA’s response, we identified the following critical defects: 5

1.5 EPA’s resp5e 5 ffered 5no evidence that the Agency adhered to its 5
whn information quality principlesi policies and procedures. 5

5

14 Natibnal Association of Manufacturers (2007). 5

15 U.S. Environmental Protection Bgency (2008c, p. 1): “Due to the fJrge Sumber bf comments that addressed 5
similar issues, as well as the Sheer v5ume 5of the cBmments received, this resp5 e-to-commenfs décument 5
does Mot generally kross-reference ®ach FesponSe $o The Tommenter(s) 5vho Faised Fhe Particular Sssue 5
involved, Jalthbugh Tommenters Jre Sdehtified Gn Some SaSes Svhere Shey rovided articularly Hetailed 5
comments that were used to frame the overall response on anfssue.” 5



we stated in the 2008 RFR: 5

EPA’s Respbnse 30 £5mments proves beyond any Feasbnable sloubt 5
that nifitil sve Submitted Sour RFC, £PA 5taff, snanagement, 3Ad p5icy 5
fficials 5 had 5devoted 5 5 attention 5to SinfobBmation 5quality 5in 5the 5
revision bf the bzone NAAQS. In every EPA Staff document, beginning 5
with the Review Ba 5 pr Teedi g 65the Criteria P Tume 3, the 5
Exposure Bssessment and Risk Bssessment, and the Staff Paper, there 5
is mo Mention, Bliscussion, Analysis 5r Gny bther Sontent fnentioing, 5
discussing ®r Bpplying $he Fequirements ®f Bhe Information Ruality 5
ct, 5 the 5gbvernment-wide 5implementing Sguidance 5issued 5to 5all 5
age Xie 5by the Dffice of58a mgeme & a d Budget, or56P 55w 55
implementing guidelines.1¢ 5

This 5complete 5absence 5f 5 attention 5to Sinformation 5quality 5also 5extended 5to SEPA’55
relationship with CASX: 5

[[] ¥ 5mati 5 Hua Ry Wa 55mitted fr 5m the pa % 55charge. C5S5C 5
meetings are dlialogues between panel Inembers and EPA Snanagers 5
a X 5taff, yet the tra 5 cript 5of56ach i 5per 5 meeti 5g 5h 5v that 5
either 5 the 5 principles5 r5 the 5 procedural 5 and 5 ubstantive 5

requirements bf information quality were ever mentioned by any EPA 5
manager or staff member.17 5

EPA’s disregard 5f information quality in every aspect 5f the 5zone NAAQS review 5
was complete and comprehensive. Yet in itsTResponse to CBmments, EPA 5aid it “rejects,” 5
“disagrees” with, 5 Sotherwise denies each and every infobBmation quality error cl&im in the 5
2007 RFC: 5

EP ha5reviewed NSM’5RFC a5d fi5d5that there i55 merit t5 their 5
[sic] ®bjections. EPA &lisagrees with NAM’s BBegations Shat EPA%has 5
not complied with the requirements 5f the Information Quality Act 5r 5
the 5gency's 5 policies3f5 5 ensuring Sinformation 5quality. SEPA 5Shas 5
responded to NM'’s 5 ignificant cSmments in the preamble to the final 5
rule or in this document.18 5

5

16 Natibnal Association of Manufacturers (2008, p. 11, internal citati5 omitted). 5

17 Natibnal Association of Manufacturers (2008, p. 12). 5

18 National 5 ciation 5 of Manufacturers (2008, p. 12, citing EP 's ReSponse to Comment at p. 158).55 ted 5
above, we found hothing in the preamble to the Final Rule that could be conStrued as part bf EPA’s response 5

t5 the 2007 RFC. 5



We hoticed three patterns in EPA’s responsBs to the errors we identified in the 2007 5
RFC: 5

(a)  EPA mischaracterized some scientific issues as matters determined
by law or policy judgment.

This resumably 5vas Sntended 3o Sry 3o Smake Fhe Scientific 5ssue fexempt From 5
information Buality Khallenge. But Snformation 58 &learly Slistinguishable $rom ®pinion r5
judgment. The Serm Bnformation i5 the [55mati5 Quabty A& ha5a specific Begu at5y 5
defi5iti5 pr5mu §ated by BMB pur fua 5t t5 §uth Srity 8e ®gated 65 it by C5 gre5 b5 the 5
Paperwork Reduction Act of 1995: 5

Informatio55 means fJny Statement 5 r 5estimate 5f 5fact 5r 5 pinion, 5
regardless 5f 5 form 5r 5 format, Swhether 5n Shumerical, graphic, Sor 5
narrative form, And Svhether braldr haintained 5n paper, glectr5 ic 5
r other media. 1°5

OMB 5mnodified Zhis Slefinitio5 36r urposes »f 5ts Faformation Ruality Truidelhes, 5
specifically 8xempting bpinion except Wheb5 it 65u 8l be rea5 aby 65 trued &5a factua5s5
statement About $he 5 pinions® f Dthers §making 5t 5nformation 5nce 3gain), 5r when She 5
pinion could be reasonably construed as views held by the ageny: 5

“Informatio% 5 means 5any 5communication 5 r 5 representatio55 f5
knowledge Such &s Facts or slata, 5 Sny Snedium ®r Jorm, Sncluding 5
textual, Shumerical, graphic, cartographic, 5arrative, 5 r 5audiovisual®
forms. 5 This 5 definitio55 includes 5 infobmation 5 that 5 an 5 agency 5
disseminates from a web page, but does hot include the provisto55f 5
hyperlinks o 55ormation 5that 5 thers diSeminate. 5 This Sefinitio55
d5e5n5t iSchide opi5i5 , where the age5cy’ S5prefeStati5 make5it 5
clear that what isheing bffered is 5meone’5 5pinios rather than fact 5
r the agency’s views. 20 5

EPA’s definition in its Information Quality Guidelines is much Fess expansive, but 55
the critical matter relevant tb the 2007 RFC it is consistent with OMB: 5

“Informatio5,” 36r urposes f TheSe Fruidelines, generally Sxludes 5
any sommunication 5r 5epresentation bf knowledge Such &s Facts 5 5
data, in any medium or form.21 5

5

5

19 5 C.F.R.§1320.3(h). 5

20 Office of Mandgement and Budget (2002, p. 8460, Sec. V.5) 5

21 U.S. Environmental Protection Agency (2002, p. 15). In aliy ca5e where EPA’s definition might be construed 5
to conflict with OMB’s definition, OMB’s definition must rule. Nothin§ in the [35rmation5Quality 5 ct permits%

5
(Footnote Continued of Next Page.) 5

5 5



Thus, EPA ®annot Jegally Tonstrue »r Sleem Something Bxempt From 58formation Buality 5
challenge if it falls within the definition of information.

(b) EPA characterized some of our information quality claims
accurately, but responded to an irrelevant or unrelated issue or
merely responded with boilerplate.

Logical non-sequiturs abounded in EPA’s respbnse. We addressed them in bur 2008 5
RFR. 5

(c) EPA responded to our complaint of information quality error by
committing new information quality error, typically by making new
representations of fact or knowledge that fail the substantive and/or
presentational objectivity standards of OMB’s and EPA’s Information
Quality Guidelines.

Where Zime permitted, 5ve Soted 58 The 2008 RFR Fhe hew Snformation Fuality 5
errors in the Response to Comments and raised them as additio&l claims for correctio5. 5

2.5 EPA’s Respbnse to the 2007 RFC relied 5n a fundamentally biased 5
approach to the use and interpretatio55f 5 cientific informatioh that 5

requires aB evidence to Sipport Staff pblicy views, be interpreted as 5
mixed or equivocal, or be discarded. 5

We Hescribed %his biased Zpproach 5by analogizing hhuman health Fisk &s & Fisk 5
“e5ve5 pe” ob“ba5 . EP sfaff pr5ce5 i5f5rmati5 t5e5 ure that the enve5pe 5ever 5
retracts or the balloon never gets smaller: 5

Science uggesting The Sotential For greater Fisk oushes The Fisk 5
envelope Sutward br adds air toXhe balloon. Science that is equivocal 5
upports 5the Senvelope St Sts Scurrent 5 cation 5 r 5maintaining Sthe 5
balloon &t 5ts Surrent Size. Science Suggesting Sower Fisk Inbves $he 5
envelope Snward br Semoves air Srom She balloon, but EPA Staff 5vi5 5
use Such informatio55only under conditions that are So restrictive as 5
to e SJearlf Smpossible 3o neet. Science Fhat Foes Mot Sneet The®e 5
conditiofs 5s 5discusséd” ®r 5considered,” but Sultimately Hiscarded. 5
The princip®s bf information quality play a 5everely constrained r5e: 5

5
(Footnote Continued from Previou5Page.) 5

5

an 5genby o bssue guideline$ Fhat Sonfict 5vith Br Tontradict ®MB’s Kuidelines, vhich Spply government-5
wide. 5




they are u®d only a8 barriers to the admission 5f evidence iiidicating 5
wer risk. 22 5

We identified a5g5 ist bf ways that EPA 5taff enforced this biased approach upon 5
the Scientific record bn which Bdministrator Johnson relied to make his policy decision in 5
setting the Zone NAAQS: 5

EPA 5 taff Somitted Sany Sreference So%iJormation 5 quality Sprinciplés 5afd Sthe 5
gency’s 5 wn [Aformation Quality Guidelines from every d6cument in the Zone 5
NAAQS review, stretching from the 2005 Review Plan to the 2007 NPRM. 5

EPA 5taff 5“cbnsidered” mf 5 “discussed” J ohenomenalIquantity 5f 5 cientific 5
information, but 5nly used ifformation ih acc5rdance with the biaséd approach 5
described above. 5

EPA staff made crucial Fientific claims that are easily refutable. 5

EPA Staff hised &d hoc Statistical Gnalysbs Slevised after slata vere ®btained $5 5

upport predetermined conclusions. 5

EPA Zaff ddiSseminated 5isk Sharacterizations based 5n Bpidemio5gical 5 tudies 5

that relied on un-validated self-reported data collected in diaries. 5

EPA 5taff 5disseminated 5Srisk Scharacterizations Sbased 5 5 ung Sfunction 5data 5

btained 5through & 5 w-resolution 5clinical3diagnostic Jrocedure %hat annot 5

reliably Br accurately detect effects as Subtle as might be bbserved across ppb-5
evel ichanges Gn mmbient 5zone 5and 5vhich Jre 5t5 judged Dy Xlinicians Js 5

important. 5

EPA aff diSseminated 5isk Sharacterizations based ®n gpidemioSgical 5 tudies 5

using bung Sunction Blata 5n which $he 5esbarch blesign HiScarded feasurement 5

uncertainty, $hus Snaking Sveak Jssociatiofis Svith &ir p5llutants ppear 3o he 5

much more certain than they actually are. 5

EPA Zaff diSseminated 5isk Sharacterizations based on Bpidemio5gical 5 tudies 5
f I®5g fuScti5 data B5 which the re ®earch 8e 5g5 required the 6% 5f bia%d 5

estimates. 5

EPA aff diSseminated 5isk Sharacterizations based bn gpidemioSgical 5 tudies 5

of unrepresentative Samples, 5 5 amples whose representativenes$ had fot been 5

validated. 5

EPA aff diSseminated 5isk Sharacterizations based dn gpidemioSgical 5 tudies 5

with unaccounted for 5 unreported nonresp5 e bias. 5

EPA Staff disseminated risk characterizations based bn ambient monitoring data 5
as a proxy for personal®xposure despite very 5w correlation. 5

5

5

22 Natibnal Association of Manufacturers (2008, p. 13, and Text Box 1 on p. 14). 5



e EPA Staff relied 55 tudies that they rejected as unreliable and invalid in Bther 5
NAAQS contexts. 5

5 IA the 2008 RFR, we discussed each 5f these types 5f error and provided concrete 5
examples. 53bnsistent with $he DMB 3hd EPA guidelfes, 3he RFR Hid Sot Faise Policy 5
disputes 51 Seek pblicy-related Femedies but Father Faised proper ThallengesSufider She 5
IQA. We 5 ted that Section 8.6 bf the EPA IQG requires@ah independent review 5f the 2008 5
RFR Sind & Svell-documented mfd £6mprehensive Sespbnse Jo3each Snformation Fuality 5
error that we continued to allege. 5

E. EPA’s Decision to Postpone Delivering a Substantive Response

05 Ja5uary 15, 2009, EP s85t N5M a5 iSterim re5p5 e 5 the 2008 RFR.23 [5 thi55
letter, Principal Peputy 5 istant 5 Administrator Robert J. Meyers Stated That we 5ught 5
“more 5cogent answers’ $han ¥PA provided in bhe 5inal Response 5o £omments Blocument 5
included 5in 5the 5docket 5for Sthe SNAAQS Sfor 5zone.” 5 Apparentl$, SEPA Shas 5chosen 5to 5
fundamentally fnisread $he 2008 RFR Gnd $he Specific 5emedies 5ve sequested. The 2008 5
RFR did 5 t merely Suggest that EPA’s response to the 2007 RFC was confused; we Said it 5
was scientifically wrong, and that EPA had to correct the IQA violatio5 NAM identified. 5

In this interim reply Mr. Meyers ifdicated that EPA was “deferring consideration” bf 5
the 2008 RFR because 5 going 5 litigation in the U.S. Cofirt ¥5 ppeals for the D.C. Circuit. 5
EPA has persuaded the Court to hold this case in abeyance while the 5 gency pursues the 5
Rec5 iderati5 5f the ru®maki5g. Thuj there i55 15 ger &5y 65 ceivab ® ju Xificati5 5
f5 c5 ti5ued e iy, which at thi5writi5g i55 w 17 m5 th55 g MGe5ver, faiisg t55
respond as¥equired 5o Fhe 2008 RFR would ¥iolate $he purpose bf She Eourt’s slecision, 5
which 5vas %o Tesolve Js Smany Sssues Js Possible Dbefore Driefing 555resumed. Surely, 5
disputes @bout Bhe 5 bjectivity, Sntegrity, aAd hutility 5 f $he Scientific ¥ecord, Bpon Wwhich 5
Administrator Jackson nust bely 5o nake her 5Slecisions, re Squarely 5vithin She Fange X 5
activities Bhat EPA 5nust perform as part of Fhe ReconsiderationFHbr 5t 5o adhere %o Fhe 5
Court’s orders. 5

F. EPA Must Immediately Fulfill Its Duty to Respond to NAM's 2008 RFR

EP mui fufi5it55bigati5 t5re$ 5 d t5the Oct ber 2008 RFR. EP ca5 t5
simply rely bn itsResp5nse toX5mments bn the 2007 Proposal, Ror can it attempt to avoid 5
its 5duty 5by 5addressing 5the S5RFR 5in 5its 5SResponse 5to 5Comments 5 5 the 5Proposed 5
Reconsideration. The EPA IQG 5itlines Specific procedures EPA must fbllow. Tb date, EPA 5
has failed to comply with these procedures, how resulting in a Propbsed Reconsideration 5

5

5
23 .S, Environmental Protecti5 Agency (2009a). 5



that perpetuates 3Ad &xpands hipbn Fhe previous ®rrors. SMbreover, we 5trongly believe 5
that %he Sublic 5comment Jrocess For The Proposed Reconsideratio55is Fatally Flawed 5
precisely because EPA chose hot to reply to the 2008 RFR as required by the procedures 5
set Jorth 5n EPA 3QG Section B.7,5 5 r before The Glate ®f publication »f The Proposed 5
Reconsideration.24 5

These procedures Specify Shat 5 Fhree-member &xecutive panel be sreated 55r She 5
specific purpose bf Bxamining $he §laims fnade 5n $he RFR and 5eaching 5n Sndependent, 5
nonpolitical bc5clusion 5 5 the Smerits. 5The 5Chief Sinformatio55 Officer 5and 5 istant 5
dminis5trator For 3he Dffice 5f 5Enviroimental 5Information Snust hair The Janel. 5The 5

istant Administrato5 r for the Office of Air and Radiation is automatically recused because 5
of a direct c5 flict Sof ifiterest. Normally, EPA’s Science Advisor and 5istant 5 dministrato5r 5
for ResBarch and Development wofild serve o5the pahel, but because so many of the error55
we found were committed by personnel within ORD, this Jficial also must be recused. 5

We Fespectfully Fequest $hat EPA adhere $o 5ts ®wn procedures and perform 5$his 5
review Forthwith. Further, £PA 5hould ®ot Finalize 5ts Reconsideration 3intil Sfter 5t has 5
submitted its responsd bn the 2008 RFR and made it available to the public for review a%l 5
comment. 53Vithout £PA’s Feply, 3he public 555left 36 Svonder mb5ut 5ts Tommitment 30 5

cie5tific i5tegrity. Pr5vidi5g the pubic a way t5 cSmmeb5t 05 EP '5rep% t5 the 2008 RFR 5
would 5advance 5the 5 bjective 5 f5 President 50bama’s 5January 52009 5memoranda5 5
Transparency and Open Government and the Freedom of Informatio5 Act.2> 5

EPA Yas 5 5 credible Dasis Jor Further Helaying 5ts 5 g 5overdue Seply Svhen 5t 5
purports 5to 5be 5 eeking 5 informed 5comment 5from 5the 5public5 5 the 5Proposed 5
Reconsideration. T make public comment effective, President Obama has made clear that 5
itis an agency’s duty to create the enviroAment necessary for it to be effective: 5

Government should be participatory. Public engagement enhances the 5
Government’s effectiveness and improves the quality bf its deciSons. 5
Knowledge is widely BliSpersed in 5ociety, and public bfficials benefit 5
fr m havi § &cce 5t S5that di fer é&al k 5w eBge. Executive 5
departments 5 and 5 agencies 5 h5uld 5 ffer 5 Americans 5 increaséd 5

pp Stu Stie 565 participate i 5p Sicymaki g a © t 5 pr Fide their 5
Government Swith 5Sthe Sbenefits 5f 5 their 5¢c5ective 5 expertise 5and 5
information.26 5

5

24 See U.S. Environmental Protection Agency (2002, pp. 34-35). 5
25 Obama (2009a, 2009b). 5
26 Obama (2009b, p. 4685) 5



The President Blso has Snstructed Zgencies mot o withhold Snfobmation Just %o protect 5
those who have committed error: 5

The Fovernment 5hould 5not Kkeep Snformation onfidential Smerely 5
because public bfficials might be embarrassed by disclosure, because 5
err i 5a 5d fai hire 5 hight be revea Bd, oi5becau ® 5f specu ative 0155
abstract $ears. Nondisblosure Should Snever be based ®n an Bffort o 5
protect the personal interests 6f G¥ernment Sofficials at the expens8 5
f those they are supposed to serve. 27 5

As the President Said, “agencies h®uld adopt a presumption in favor bf disclosure” 5
and “not wait for specific requests from the public.” To date, EPA has acted in a manner that 5
rejects the Presfdent’s directive in tbto. This is despite dmi5istratoi Jackson’s Bpril 2009 5
directive to EPA staff, which conveys unwavering support: 5

It is crucial that we appBy the principles bf transparency and enness55
to the rulemaking process. This ca55 y 5 ccur if EPA ckearly explains 5
the Dasis Jor Sts Hecisions Jand 3he Snfobmation Tonskered Dby Xhe 5
Agency appears in the rulemaking record.?8 5

IL EPA’s Dissemination of New Information and Analysis in Support of its
Proposed Reconsideration Fails to Comply with the IQA.

The IQA requires federal agencies to ensure and maximize5'the quality, Djectivity, 5
utility, and integrity bf information (including 5tatistical information)” they disseminate.2® 5
Quality 5s &n fencompassing Ierm Hefined 3o Snclude Autility, objectivity aand Sntegrity.30 5
“Utility’ 5efers Fo%he qisefulness »f The Snformation %o 5ts Sntended Jsers, Sncluding $he 5
public.”31 Objectivity inchides two elements -- presentatioi and Sibstance.5 Both elements 5
of objectivity are intenfled to ensure that the information dissbminated is accurate, reliable, 5
and unbiasBd. Presentational bbjectivity ensures that the information is being presented in 5
an accurate, clear, cbmplete, ahd ulbiased manner. Substantive Sbjectivity involves a focus 5
on ®hAsuring Rccurate, Feliable mhAd Sihbiased Snfobmation: 55In & 5 cientific, ¥inancial, 5r 5
statistical ontext, $he ®riginal Bind Supporting Slata Shall be generated, 3hd Bhe aalytic 5
results Shall Be Gleveloped, sing Sund 5 statistical 3nd Fesearch Snethods.”32 M 5re Sver, 5
influential3scientific, ¥inancial 5r 5statistical information 55hall 5nclide & thigh Segree 5f 5

5

5

27 Obama (20094, p. 4683). 5

28 Jacksong2009). 5

29 Office of Mandgement and Budget (2002, p. 8452). 5
30 Office of Mandgement and Budget (2002, p. 8459). 5
31 Office of Mandgement and Budget (2002, p. 8459). 5
32 Office of Man8gement and Budget (2002, p. 8459). 5



transparency about data and methods to facilitate the reproducibility 5f Such iFormatio5 5
by qualified third parties.”335

In Sthe SProposed SReconsideration, SEPASrepeats Smany 5f 5the 5 ame SQA Serrors®
ide Stified i5 the 3008 RFR. By di5emi5ati 5g the i5f5rmati5 agai5 EP 55Smmit5the® 5
errors again. The Proposed Reconsideration and Supporting documents also commit Sew 5
information Buality ®rrors, primarily svith Fespect $o $he Jimited and Selective Feview 5f5
ew Studies afid the way i which the Proposéd Reconsideration relfes bn this review as an 5
tens5ibly scientific justification fob the proposal. 5

Rather $han Address $he Fzone Slevel 5n She §5text 5 of EPA’s %ext 5 cheduled 5zone 5
NAAQS review (which had already begun) in which EPA could properly take into account 5
recent Studies afid give the public ahd CASAC adequate time tb review and comment, EPAD
conducted 3 Provisional 5 essment 5 of $hose Sudies. 34 SEPA phlced $he Slocument 55 $he 5
docket $or $he 2008 Ruke 5n November 2009. The tit® pr5caim5Sthat it i5“pr5vii5 a3 5
which means Subject to change.3> The document contains ho disclaimer indicating that it is%
a draft 5r that it ha5bee5 pub5cYy diStributed 5 e f5r peer review. S5 far aSwe ca5 te5, 5
what EP mea5 by provisional i5that the d5cume5t ¢5 i5t5oba review obsome but not all 5
of §he 5 ew 5cientific Jiterature published 5ince Bhe 2006 Lriteria Document, Bhe Pprecisé 5
choice of which literature to be examined may be arbitrary or selective.3¢ 5

A. Administrator Jackson clearly relies on the Provisional Assessment to
provide a scientific justification for proposing to lower the primary standard
below the one selected by Administrator Johnson in 2008.

Statements® t55 the 5 contrary 5 elsewhere 5 notwithStanding, 5 the 5 Prop5ed 5
Reconsideration §learl§ Sndicates®hat Administrator Jackson Felied 5 n 3his Bl6cument 35 5
proposing to change AdministratobJohnson’s 2008 decision: 5

EPA conducted a provisional assessment bf “new” Scientific papers ¥ 5
cientific 5 iterature 5evaluating Shealth Sand Secological Seffects 5 f 303 5
exposure Ppublished Since The klose Bf The 2006 Lriteria Documenb5
upon which the 2008 Oz NAAQS were baséd. The dministrator 5 tes 5
that the pr&i55a a5e5me X 5f “%w” 5cie e f 51 M that Such 5
studies did hot materially change the conclusions in the 2006 Criteria 5

5

5

33 Office of Man8gement and Budget (2002, p. 8460). 5

34 U.S. Environmental Protection Agency (2009b). 5

35 5STwo Hefiniti5 5 are Selevant: J1) Jroviding Sor 5 ervi®g 5 ¥ 5the Xime Deing 5 y; 5 existing5 y 5 until®
permanently or Jréperly Feplaced; Iemporary: & Provisional government; sind §2) Jccepted or madopted 5
tentatively; c¢5 dition3l; pr5bationsry. 5

36 U.S. Environmental Protecti5 Agency (2009b, p.1). 5
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Document. 5 This 5 provisional 5assessment 5is 5 upportive 5 f5 the 5
dminis5trator’s decisfon to reconsider parts 6f the 2008 final rule at 5
this 5ime, Based 9n Fhe Scientific And Sechnical information Gvailable 5
for the 2008 final rule, as compared to foregoing Such rec5ideration 5
and taking appropriate action in the future as part bf the Rext periodic 5
review Bf the air quality criteria and NAAQS, which will include Jich 5
scientific and technical information.375

B. The Provisional Assessment is incomplete and selective, and thus is
incapable of serving its intended purpose.

The Provisional 5 ess5 ment States Fhat 5t Svas Gntended 5to determine 5f Studies®
published Since the 2006 O3 AQCD materia5y cha5ge the ¢5 ¢35  5f that d5cumeb5t.”38 5
To Bccomplish Bhat Bask, $he Blocument 5hould be E6mplete Gnd somprehensive, And 4t 5 5
minimum ¥epresentative »f both She Strength ®f Bvidence 3nd 5ts mhcertainties. But ¥PA 5
acknowledges $hat $he slocument s hot Tomplete And Tomprehensive §it 5should hot be 5
considered a complete hiterature review”) and Bo claim is even made Suggesting that it i55
represéntative. SThus, 5t 3s bmpossible Jor $he Provistonal 5 essment %o Julfilb5ts Stated 5
purpose at this time.3° 5

C. EPA draws inferences from the Provisional Assessment that go well beyond
what the actual evidence supports, even if EPA is assumed to have
summarized it objectively.

Given the Sture 5 f 5dministrator Jackson’s prbposed change, 5ne would expect the 5
Provisional Bssessment to include many reports ¥ 5ew 5 cientific data Showing that %one 5
exposure below 55 ppb has ddentifiable Adverse &ffects ®n public health Br velfare, 34 5
that Shese ®ffects Sire Snaterially greater $han EPA Believed Them 3o De 5vheh Fhe 2006 5
Criteria Document 5vas Svritten. J.eaving Jside roblems Jarising $rom he ddocument’s 5
admitted Sncompleteness and Selectivity, which dlone Snake Feliance hipon %t problematic, 5
the Provisional 5 essment 5 dobs Jot BvenZFmim Jo Snclide Such 5Snew Snformation. The 5
preamble to the Proposed Reconsideratio5 thus violates the iRformation quality Standard 5
of presentational Bbjectivity; even taken at face value, the Prévisional Bssessment does hot 5
say what the Proposed Reconsideration says it does. 5

In the [3roXuction to the Provisio5al 5 esshment, the EPA 5taff authors claim that 5
the “new informatio5and findings5— 5

5

37 U.S. Environmental Protecti5 Agency (20104, p. 2944). 5
38 1J.S. Environmental Protecti5 Agency (2009b, p.1). 5
39 A future version5—one that is complete, comprehensive, and unbiased—could serve this purpose. 5
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¢ “do hot materially change any 5f the bro&d 5cientific conclusions regarding the 5
health and ecological effects of 0zo® exposure made in the 2006 O 3 ARCD” 5

e “strengthen[] conclusions in the 2006 O3 AQCD related to the pbtential for health 5
effects at exposure concentratio5 5of less than 80 ppb”40 5

The Second 5f these claims has 5 informational value for the Proposed Reconsideratiofs. 5
At 5 Sninimum, 5strengthening” $he Eonclusions 5n $he 2006 Eriteria Blocument $egarding 5
ambient 5zone 5 evels Sbelow 580 5ppb Srequires Smore Sevidence, Swhich Sthe SProvistbnal®
Reassessment Jacks. 59Moreover, %his Sarticular hreshold 80 Spb) does 5t 5 tell 570u 5
whether Administrator Jackson’s proposal to Jower the primary Standard from 75 ppb to 5
between 60 aid 70 ppb is a reasohable policy judgment Since all 5f these values are Sess 5
than 80 ppb. 5

D. Taken at face value, the Provisional Assessment does not show that the
published studies reviewed therein support the scientific inference that
ozone exposure in the 60 to 75 ppb range is riskier that EPA staff believed it
to be in 2008.

Taki5g the Pr5vii5 a5A5 e5 me5t at face vahie—i.e., 3sSuming Grguendo Fhat bhe 5
studies 5nclGded are Fepresentative &ind 33erpreted Sobjectivity by EPA Staff—the Snew” 5
science would have to Show that health risks blow 75 ppb are materially greater than EP 5
staff characterized them in the 2006 Criteria Document. The Provisional Bssessment does 5
not make this case. 5

1.5 Controlled human exposure studies®

EPA’s 5conclusion 5in 5the 52006 5Criteria 5DFument 5 was 5that 5“young Shealthy 5
nonsmoking adults exposed to = 80 ppb O3 developed transfent, reversible decrements in 5
ung 5 function; 5 isreased 5 respiratory 5 ymptoms; 5 i%reased 5 pecific5 airway 5
re p5ive® 5 aldl i Fammat 5y re p5 e ¢ mpared b fitered 8ir & a c5tr55
exposure.” Moreover, 5at $he $ime $he 2006 3 AGCD @Wa 58 5mp Bted, there wa 5libnited 5
evidence bf decreased pulmonary function afd iicreased respiratory 5ymptoms 5ccurring 5
with O3 exp5ure below 80 ppb.” 41 5

Nothing 5eported 5n $he Provistonal 5 ess5 ment Suggests Shat Shere has been Gny 5
change 5n ¥he Dody 5f 5scientific ®evidence. Most of The Fext Tonsists of & Hefense 5f3 5
c5 tr5ver5ab5iSter5a5EP mem 5ra5dum (Br5w5 2007a, p. 158) sbmmarizi5g a p5 t-h5¢ 5
analysts bf cherry-picked data from Adams (2006). We cited this memorandum in the 2007 5

5

40 .S, Environmental Protecti5 Agency (2009b, p. 1). 5
41 U.S. Environmental Protecti5 Agency (2009b, p. 2). 5
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RFC and 2008 RFR as an example bf multiple fatal information quality defects.*2 M5re5ver, 5
the primary author bf the Provisioll 5 esshent also happens to be the primary author 5f 5
the memorandum. Thus, bn this point the Provisio&l 5Assessment consists 35 thing 5 ew, 5

and 5t kannot he Femotely Tonstrued 3o he 5in Gndependent Svork Hroduct. 3t 5s S5ever 5

permissible to entrust to the colleagues bf an author the respo5 ibility for independently 5
peer reviewing his work. 5

The Provisional 5 ess5 ment bncludes 5eviews bf bhree articles published Since $he 5
2006 Eriteria Document.#3 Br5w5 et 85p2008) i58 bevi®ed Ber 35 5f the i Ster5a5EP 5
memorandum.** SkEven 53f 5t Svere 35sumed 56 be ¥alid, 5t §5tains 5 5 ew Blata Br 5nsight 5
beyond what EPA 5Felied Sipon 5n 2008.4> Thu 5 it a5 t be the fi ®d a 55ew 5cie Rific 5
evidence Sndicating $hat She 5isks pbsed by Dzone BxpoSure between 50 Gnd 55 ppb re 5
materially greater than EPA represénted them to be in 2008.46 5

McDonnell et al. (2007) is a report on an empirical model that predicts average FEV1 5
response 35 3 functio5 5f o5 e Eoncentration, hitilizihg ®xisting Slata generated 5n EPA’s 5
Human Studies Facility in Chapeldill, North Carolina.#’” The paper contains 5 &ew data, 5
and %he Hiscussion Jbout it 5n The Provisional 5 essment 5 does 5t5 include SJanything 5
suggesting that the risks pbsed by bzone expoSures below 0.075 ppb are materially greater 5
than EPA represented them to be in 2008. 5

Schelegle &t 5l. $2009) 5 & hew §5ntrolled human gxposure Study bf She gffects 5f 5

6.6-h Sir exp Sure 5t 55z 5e & mea 5c 5ce Jrati 5 of560, 70, 80, a ™ 87 ppb 055
re pirat 5y Sympt n 5a & luSE fu &ti 5 i 531 § & § Bea thy &du 538 SStatistically 5
significant effects were 5bserved at the highe5t three exposure fevels after 6.6 hours, but 5
not at 60 ppb. Average changes in FEV1 were 2.72% (SE = 0.27) and 5.34% (SE = 0.25) at 60 5
ppb a5d 70 ppb, repectivey. H5wever, i5 tead obtreati5g thiSre5u% a5a c¢5 firmati5 o065
the Statistically nonsignificant results bbtained by Bdams (2006) at 60 ppb, the Prbvisional®
essment 5 ays 5this 5tudy 5“further Supports 5a 5mooth 5dose-response Surve Swvithout 5
evidence bf 5 Shreshold $or Bxpostires between 20 nd 320 ppb ®3” §p. 3). In Short, EPA 5

5

42 See Brown (2007b) and our informatiofi quality critique in the 2008 RFR (2008, pp. 15-16 and 63-79). 5

43 Brown et al. (2008), McDonnell et al. (2007), and Schelbgle et al. (2009). 5

44 Curiously, Brown et ab (2008) was published in a U.S. GBvernment jburnal rather than in the independent 5
chol&rly journal where the originabstudy had been published. 5

45 Brown (Brown 2007a) was hot included in the 2006 Criteria D6cument, but honetheless EPA relied bn it 5

heavily i 2008. It was added at the Iast minute, after public commeft a5d peer review were cbmplete. EP 5

could have diSclosed an earlier version (Brown 2007b) for public comment afid peer review, but did 5ot do 5
. 5

46 5 Hoted abbve, Brown i5 the primary auth¥ 5 f the Provisiona55 ssessment. It i5 an conflict bf ifiterest to 5

vest in the author of any scientific wbrk the responsibility for peer reviewing it. 5

47 McDonnell et al. (2007). 5

48 Schelegle et al. (2009). Data were collected at 1, 2, 3, 4.6, 5.6, and 6.6 hours. 5
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treats FatisJically Significant results as probative evidence bf an effect, and effects that are 5
not statistically significant as probative evidence of a trend.4? 5

S5noted in the 2008 RFR and again in Section III(F) below, the repobted confidence 5
intervals in Schelegle et al. (2009), as well a5 previous controlled human Subject 5tudies, 5
are narrower than they would be if the resBarchers had retained i5tead 5 f discarded inter-5
maneuver Yariability 5n $he Fespiratoby Function ests They perfobmed. Inter-maneuver 5
variability arisés because Subjects perform Snultiple $6rced ®xpiratory Snaneuvers, rom 5
which & Single ¥alue 5s®ncorrectly hised as 5f 5t svere 5the” Borrect ¥alue. Schelegle &t 5l. 5
(2009, . 266), For example, Feport That Their Subjects 5performed Two Fo Four Forced 5
expiratory maneuvers5and “FVC and FEV; values were ®lected 5 the basis 5f Smerican 5
Thoracic Society guidelines.”>? Thi5mea5 that the auth5r5di5carded the i5ter-ma5Seuver 5
variability. 5

The changes Schelegle et al. (2009) Bserved and attributed to Sozone exposure at 60 5
ppb are about the 5ame magnitude as the 5tandard deviation bf ihiter-maneuver variability 5
btai ®ed by ¥augha 58t a 5(1989) f & spfr Smetric te 5i 51 5 TS guidelines 5ay 5that 5
“acceptable” maneuvers may vary by as much as 150 mL, br about 6% 5f the approximatel$ 5
4 L/s FEV; baseline reported in a Similar cohort.>2 Thus, Subjects in Schelegle et al. easily 5
could have displayed 3% variatioh by chance within a single respiratory function test. Had 5
Schelegle %t &l. Taptured Zhis Yariability Snstead »f Siscarding 5t, $heir Standard %®errors®
would have been much farger. Effects bbserved at 70 ppb (and perhaps higher) that they 5
describe 5as StatisSically 5ignificant 5are Sikely 5to Sbe 5 ig5 nificant 5if Sinter-maneuver 5
variability had been taken into acciunt. 53 5

2.5 Mortality as5ciated with short-term exposure 5

EPA’s conclfision in the 2006 Criteria Document, as Summarized ifi the Pro®isional 5
essment, 5 is Sthat Sthere Sis 5a 5‘positive Sassociatio55 between Sincreasing Sambient 503 5

5

49 SThis 5s m5 ther example 5 f how EPA Sises fevidence That 5 upports EPA's Josition Svhile Sgnoring 5 r 5
reinterpreting evidence that doeshot ih a way to make it appear mbre supportive. 5

50 SSchelegle et 552009, 3. 3266). 5TS 5 guidelines Fequire 5 Sminimum 5f 5three {not ¥wo) 5acceptable” 5
maneuvers and that the data from each maneuver be retained, hot discarded (Miller, Ha5kifison et a5 2005, p. 5
325, Table 5). Bchelegle ®t 3b $lid Mot actuaBy Follow The ATS guidelines with Fespect §6 $he Sumber 5 f 5
maneuvers, and it i5t kn5 wn whether they retained the data.

51 Schelegle et ab report ah average FEV: change bf 2.72% at 60 ppb. Vaughah et ab report inter-maneuver 5
standard deviation bf 3.01% across three FEV; maneuvers. Both percentages are Ekely to have been reported 5
with excess precision.

52 Adams (2006, p. 130, Table 1).

53 We addressed the matter bf discarded i5tra-maneuver variability in the 2007 RFC, anf we do So again in%
Section x below. It applies to all confrolled human Subject Studies (including B.dams (2006)), but it is a much 5
greater priblem in the conFext obobservational ®pidemiology studies relying on lung funétion tests. 5
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concentrations |4l 5 excess Fisk ¥ 5 -accidental 3%l 5 cardiopuimonary-related 5daily 5
mortality.”>* The Pr5vi5i5 a5A5 e5 me5t me5ti5 nfbe 5ew 5Studie5, 5eve5 5f which it 5ay55
support &in Bssociatioh Hetween ®zone and Snortality. 5Fach 5tudy Sdentified Smportant 5
confounders 5e.g., Shigh Sunemployment, 5 wer 5 prevalénce 5f 5 central Sir ScoSlitioning, 5
coincident Scongestive Sheart Jailfire 5r 5diabetes). 3t Sdescribes Sthe Spositive Studies 5as 5
“c5 i%e5 with the ¢5 culi5 of5the 2006 O3 AGCD.” N5hi5g i5the di*u5i5 eve55
hints at a result that was 5tronger than what EPA rep5rted i the 2006 Criteria Document 5
or one of the other studies it relfed on in 2008. 5

Taking 5at Sface 5value S5EPA’s Scharacterization 5f 5 these 5 tudies, 5 thing 5 in 5the 5
Provisional B\ssessment Suggests Shat nortality 5isks poSed by 5zohe 8xposure below 55 5
ppb are materially greater than EPA represénted them t6 be i 2008. Thus, this fectio55f 5
the Provisional Bssessment has 50 demonsfirable practical utility f5r the purpose to5~vhich 5
Administrator Jackson has Spplied 5t, which 3s giving ®bjective 5cientific 5Support 36 her 5
proposed decision to lower the primary standard. 5

3.5 Respiratoby morbidity 5

EPA’s conclision in the 2006 Criteria Document, as Summarized ifi the Pro%isional 5
Assessment, svas Fhat S5ckear Bvidence Bf Sausality $6r $he 35 ciatio5 5observed between 5
acute (< 24 h) O3 exposure and relatively 5Small, but 5tatistically Significant declines in Sung 5
function Jwere] Sbserved 5in 5 umerous Secent fepidemiologic Studies. Declines Gn Sung 5
function were particularly hoted in children, asthmatics, and adults who work br exercise 5
utdoors.”5 5

The Provistonal 5 essment eports 55 everal 5ew 5studiesFelated 5o Sespiratory 5
morbidity. Saking &t Jace yalue EPA’s Eharacterizations bf Bhese 5tudies, 5t appears Shat 5
thing has5 changed: 5

Overall, 5the XindingsSreported 5in Sthe 5ew 5 tudies55 f Srespiratory 5
morbidity are consfstent with thoSe in the 2006 O3 5QCD conclusions, 5
particularly %he 5 umerous 5ew 5 tudies 5of hospital admissions :né 5
emergency department visits.>¢ 5

As in the case bf the ®ction Hn mortality Studies, this ®ctio5 Sof the Provisioal 5 essment 5
also has 5 demonstrable practical utility f5r the purpose t6 which dminis5trator Jackson 5

54 U.S. Environmental Protecti5 Agency (2009b, p.5). 5
U.S. Environmental Protecti5 Agency (2009b, p. 7).
56 U.S. Environmental Protecti5 Agency (2009b, pp. 7-8). 5
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has @ipplied 5t, which 55 giving 5 bjective 5cientific Support 36r her proposed Slecisioh o5
lower the primary sfandard.>’ 5

5 Many bf these Studies rely bn respiratory fufiction tests5If every case, researchers 5
incorrectly assumed that inter-maneuver variability was zero. This understates the Hread 5
f 5the ic5fidence 5 intervals Sused X5 5hypothesis Yesting Jand 5Sverstates 5the Statistical 5
significance of the resulfs. 5

5 Sime 5of these Studies also Suffer from bther methodological iimitations previously 5
identified in the 2007 RFC and the 2008 RFR as Severe information quality defects. These 5
limitations include Such matters a5%elf-administration and Slf-rep®rting throfigh diaries®
(both 6f which are profie tb error, bias, aid data invention), and 5 nresponse bias. In the 5
scientific record for the 2008 Rule, EPA ignored these known defects, treating Studies that 5
contained 3hem probative ®vidence ®f Fisk 5f 3he Fesbarchers hiad ®btained Fesults Fhat 5
supported EPA Staff p5Slicy viewsbut diminishing dr discarding them if they did hot, and 5
ignoring 5 respons bias as®f 5t Bid 5 ot Bxist. The Provisiondl 5 sessment §5tinues5 55 5
follow these same practices. 5

4.5 Cardiovascular morbidity 5

EPA’s conclfision in the 2006 Criteria Document, as Summarized if the Pro®isional 5
Assessment, was that the “generaly 3imited b5ly 5Sof evidence is highly Suggestive that O3 5
directly 5and/or 5 indirectly 5 co3ributes55 t55 cardiovascular-related 5 morbidity.” 5 The 5
Provisional® essment 5 ummarizes 5everal 5ew 5studies and concludes that “[t]he results 5
of 3he Smore Fecent Studies Jresénted here Jare onsistent Svith Those 5f 5the 32006 3 5
QCD.” 58 5

Taking it at face value, nothing in the Provisfonal 5 ess5 ment Supports the inference 5
that the risks 5f cardioBascular mbrtality at ambient Zone Jevels below 75 ppb are greater 5
than EPA represented them to be in 2008. Thus, this Section bf the Provisioal 5 essment 5
also has 5 demonstrable practical utility f5r the purpose tb6 which dminisStrator Jackson 5
has @ipplied 5t, which 55 giving 5 bjective 5cientific Support 36r her proposed Slecisioh o5
lower the primary sfandard.

5.5 Health effects associated with long-term exposfire 5

EPA’s conclusions in the 2006 Criteria Document, as Summarized in the Provisional®
Assessment, were that: 5

57 5s before, the Djectivity Sof EPA’s characterizations bf thesb Studies is easily challénged, as is EPA’s choice 5
f 5 tudies 5o bslude 5Sor Bxclude. As before, Sve s8l55not fnake Shat Bffort 4t Shis fime because Fhe absence ¥ 5
practical utility fob the Admi3strator’s inkended purpose is itself a fatal iSormation5quality defect.

58 .S, Environmental Protecti5Agency (2009b, p. 15). 5
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“an Snsufficient mmount 5f 5evidence Sexists 5to Suggest 5a Srausal Felationship 5
between chronic O3 exposure and increased risk for mortality in humans’5° 5

“the Sepidemiologic Sata, Scollectively, Sndicates Shat The Scurrent fevidence Ss 5
suggestive, but Snconclusive For Fespiratory health ®ffects From Jong-term 93 5
exposure”60 5

“the Sveight »f ®evidence Jrom Fecent mnimal 3oxicological Studies5and & Yery 5
imited 5umber 5 f5epidemiologic 5tudies 5do 5t5 upport 5ambient 303 a 58 5
pulmonary carcinogen”¢1 5

“O3 Jis] mot &n dmportant predictor 5f Several birth-related Butcomes dncluding 5
intrauterine and infant mortality, premature births, and 16w birth weight”62 5

“the 2006 03 5QCD did hot include a iammary 5Statement on the effect 5f O3 05 5
neurobehavioral ®ffects because, 2lthough Snultiple Joxicologica55tudies have 5
been erfobmed Sexamining The Jssociatio55 between 3 exp Sure pmea 5035
concentration 526.5 5ppb) 5and 5 eurobehavioral 5 effects, 5there 5were5 5
epidemiologic studies published at the time”3 5

With regard to each of these effect; the Provisional Assessment: 5

took 50 position 5n whether ®w 5 tudies aRered the EPA 5taff 5pinioh regarding 5
mortality®4 5

described the results of studies of respiratory effects as “generally mixed”¢5 5

took 50 position 5n whether ®w 5 tudies aBered the EPA 5taff Spiniof regarding 5
ung cancer®® 5

describes The Fesults 5f 5 tudies 5 ooking Jor Feproductive 5ind Sevelopmental 5
utcomes as “inconsistent” 67 5

took 50 position 5n whether ®w 5 tudies aBered the EPA 5taff Spiniof regarding 5
eurobehavioral effects58

Taking it at face value, nothing in the Provistonal 5 ess5 ment Supports the inference 5
that a5y 5 f Rhese Fisk55at ambient 5 zone 5evels Delow 575 pb Jre greater Than EPA 5

5

59 U.S. Environmental Protecti5Agency (2009b, p. 19).
60 U.S. Environmental Protecti5 Agency (2009b, p. 20).
61 U.S. Environmental Protecti5 Agency (2009b, p. 22).
62 U.S. Environmental Protecti5 Agency (2009b, p. 24).
63 U.S. Environmental Protecti5Agency (2009b, p. 25).

(SN O NS S, |

64 U.S. Environmental Protecti5 Agency (2009b, pp. 19-20). 5
65 U.S. Environmental Protecti5 Agency (2009b, p. 20). 5
66 U.S. Environmental Protecti5 Agency (2009b, pp. 22-23). 5
67 U.S. Environmental Protecti5 Agency (2009b, p. 23). 5
68 1J.S. Environmental Protecti5Agency (2009b, p. 25). 5
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represénted them to be in 2008. Thus, this %ection 5 f the Provi5onal SAssessment also has 5
no demonsfrable Jractical SitilRy Jor The urpose Fo Svhich 5dminisStrator Jackson hasS

applied %, 5vhich 5§ §iving 5bjective 5cientific Support Sor her proposed Sleciston 5o Swer 5
the primary standard. 5

6.5 Vulnerability or susceptibility 5

5 EPA’s conclusions in the 2006 Criteria Document, as Summarized in the Provisional®
Assessment, Svere That 5‘'exercisthg Y moderate To tigh hysical Fexertio3 5children Jand 5
adolescents appear tb demonstrate increased responsiveness to ambient concentrations 5f 5
03 m%¥ 5may De Smore 5Sikely 3o ®experience 33-induced health effects.” SThe Provisional 5
Assessment bdentifies 5e 5 study 5hat 5 Fermane %o Bhis fuestion; 5t 5 Fhe 5ame ®ne Fhat 5
was discussed in the h®rt-term morbidity Section, and it contained 5nly 16 participants.t® 5
In afiy case, the Provisional 5 ssessment does 5ot clim that thi5 Study alters the ientific 5
evidence, 5 5t kannobDe Snterpreted Js Scientific 5support Jor 5dministrato5r Jackson’s 5
proposal to lower the primary standard. 5

5 [55sum, the Provisional Assessment does hot make any claims at a5 about the 5ew 5
science published Since the preparation 5f the Criteria Documenf Nothing in the document 5
suggests $hat EPA Staff Snow believe Shat 5n 2008 Shey binderesfimated Fisks for Ambient 5
ozone ®xpoSures below ¥5 ppb. Therefore, Fhe Provisional 5 ess5 ment has 5 o practical®
utility @s 5 cientific Support Jor 5dminis5trator Jacksons roposal 3o S5ower Zhe Hrimary 5
standard below 75 ppb. EPA has u$ed the ProGisional 5 eSsment in a manner that clearly 5
contravenes the presentational S5bjectivity 3ahdard, claiming that it provides an bbjective 5
scientific Justification $or Jowering She primary 5tandard Svhen 5t plainly Sloes 5 t —even 5
when the c5tents of the Provisi5 al Assessment are taken at face value. 5

Policy judgments are exempt from the [Aiformation Quality 5ct afid its implementing 5
guidelines. 5Thus, 5ur 5 information 5quality Schallenge 5is 5directed 5at 5an Suambiguous 5
abuse—attempting to characterize as a scientific i5fere 5ce what i5tra5 pare5ty a matter 5
f 5 pure Spolicy. 5dministrator 5 Jackson 5Sdisagrees 5Swith Sthe 5policy 5udgment 5Smade Sby 5
dminis5trator Johnson in 2008., However, rather than acknowledge that her disagreement 5
is Strictly 5a Hifference Gn Jolicy views, Administrator Jackson® ught 5to 5ely5 5 ew 5
“science” 3o Support ther 5iew. 53Vhile 5ve have Sumerous Hisputes 5vith $he FPA 5taff 5
regarding the bbjective interpretation 5f Scientific evidence (disputes we have raised in the 5
2008 RFR &ind Faise Jere), sve 250 believe Fhat EPA 5 fficials Sh®uld Elearly Histinguish 5

5
69 U.S. Environmental Protecti5Agency (2009b, p. 25). 5

5 185



between Plausibly 5bjective 5 ciemtific Svork mnd Policy £hoices. A 55h 5~ 5 &b 5re, the 5
Provisional 5essment does not provide scientific support for a lower 5 standard.’® 5

To remedy this IQA violtion, we request that EPA correct the record with regard to 5
unsupportable laims %hat 3he Provisioml 5 essment5 provides 5cientific 5 upport 5for 5
lowering the primary standard below 75 ppb. 5

III.  MANAGING THE PROBLEMS RELATED TO LUNG FUNCTION TESTING IN THE
CONTEXT OF ADMINISTRATOR JACKSON’'S PROPOSAL TO LOWER THE
PRIMARY OZONE STANDARD

The 2007 RFC and 2008 RFR were directed at the Scientific information upon which 5
dminis5trator Johnson Snade his&letermination Toncerning what Sevel ®f Ambient 5zo5e 5
protected public health with an ample margin of Safety. The fact that Adminisfrator Jackson 5
has proposed a different determination in o way vanquishes EPA’s duty to respond tb the 5
2008 RFR. 5

In %he Proposed Reconsideration, EPA Jagain dissbminates The 5ame 5erro®ous55
scientific fnformatioh 5n ¥iolation 5f Fhe 5QA Gnd Fhe Elean Air Act. The Fiolation % tore 5
pronounced Decause Sf The Serrobs Sare Scorrected, She Scientific 5record 5vofild De 5ess 5
upportive 5of 5vhat Administrator Jackson proposes Fhan 5t 5vasd f what Adminisfrator 5
Johnson decided. 5

This Section BiddresSes & particular Suite 5of Snformation fjuality ®rrors 5n Several®
tudies 5EPA Srelled 5 5Sn Sthe 52008 SRule Sand Scontinues %o Srely 5 5 i55 the SProposed 5
Reconsideration. 5We bdentify paths Sorward by svhich EPA &ould begin %o $brrect Thess 5
errors. 5

A. Focus on information quality errors in lung function tests

Much bf the Scientific information EPA has cited and which Administrator Jackson 5
reliesBpon Jor The Proposed Reconsideration hitilizes Sung Junctioh Fesfing. We Slevoted 5
considerable attention to this in the 2008 RFR. These errobs included: 5

e Validity and 5eliability problems Grisihg because »f pbtential dnvesfigator biass5
which Smay Sresult ¥rom She 5eed 5 to 5‘coach” Sresearch Subjects 5in Seffective 5
performance’! 5

5

70 58e Pelieve he Administrator has Slone 5mething 5 similar With Fespect To £ASAC. We address Fhis 5n%5
Sectionxx below. 5
71 Natibnal Association of Manufacturers (2008, p. 53). 5
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e Validity and 5eliability problems aristhg because 5hesb Fests svere tntended $ob 5
w-resolution 5 clinical 5 purposes,5 t5 the 5 high-resolution 5 purpo®s 5 of 5
environmental epidemiology’Z 5

e Validity afd reliability 5f problems related t5 Self-administered testsbespecially 5
testsBinvolving 5children, Swith Sinformation 5Srecorded 5i55 research 5 ubject5’ 5
diaries®

One br more 5f thesd problems appears to infect each bf the Studies bn which EPA relied. 5
We &re Gware 5 f lo ®vidence Showing Bhat Fesearchersfvoided 35vestigator bias 5n he 5
adminisfration ¥ 5lung Sunction Fest; 5r Shat Shey bnterpreted Sorrectly She SesbBlata Shey 5
obtained; br 5hat Shey ¥alidated Bheir slata before Gpplying dften-sphisticated 5 tatisFicalD
procedures. We 3o are hinaware »f 3y ®ffort inade by EPA 5o perform Fhe Sespecially 5
rigorous rbbustness checks” that the EPA IQG requires when 5riginal data are ot available 5
for public inspection.”+ 5

In 5its 5Response 5to 5Cbmments, SEPA 5did 5 t 5 dispute 5the 5 ubstance 5f 5 these 5
complaints. For example, EPA Torrectly Tharacterized Ihe Second 5 f $hese Snformation®
quality defects (the validity and relfability 5f 5elf-reporting via diaries) but Simply ignored 5
the $hird Fthe ¥alidity 3nd Feliabiliy 5f 5self-administered $ests). 59'he Agency’s Fesponse 5
c5 ibed 5f a sth g 5f Bon-sequiturs a 5l i & Srect stdteme 3 58b mt the 5Scie 3ific 5
literature, which this time we feel compelled to diagram, Sentence by Sentence in Table 15
below. The Proposed Reconsideration places greater reliance 5 5 studies that utilize thesé 5
methods, increasing the magnitude of the infoBmation quality error. 5

B. Validity and reliability problems related to the use of low-resolution clinical
tests for high-resolution environmental epidemiology

The published reports for most 5f the Bbservational epidemiology Studies that rely 5

5 ung function testing 5ay that researchers adhered to 5 merican Thoracic Society (ATS) 5

testing guidelines.”> The ® guide b% 5%vere writte 5f5 a c b5ca 5purp 5 e—to ®stablish 5

consistent Standards Jand Jractices For ulmonologists 5n The HiagnosisSf Srespiratory 5
disease. 5

5

72 Nati5al Association of Man5 ufacturers (2008, pp. 50-52). 5

73 Nati5al Association of Man5 ufacturers (2008, pp. 53-55). 5

74 U.S. Environmental Protection Agency (2002, p. 21). 5

75 See Millér, Hankinson et al. (2005). If Section III(F), we hote that whereas the ATS guidelines call for 55
less $han Shree Snaneuvers per Jest, Some Fesearchers Tonducted Just Iwb. Lollecting Fewer »bservation55
reduces inter-maneuver variance—indeed, it can be reduced to zero by conflucting a Sn’gle maneuver—but it 5
decreases accuracy. 5
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5 eparate 5 TS guideline mddresses3hbw 36 Snterpret Hulmonary Function Fests 5
(PFTs).7¢ These guidelines are directed to “medical directors bf hospita5Sbased SJboratories 5
that perform PFTs, ahd physicians who are responsible for interpreting the results bf PFTs%
most commonly 5rdered 5for Xlinical Hurposes. Specifically, This® ection mddresses The 5
interpretation ¥ 5piroSnetry, bron6hodilator response, carbon monoxide diffusing capacity 5
(DL,CO) and lung volumes.””7 5

The guidelines are not directed to research epidemiologists, though it is reasonable 5
for epidemiologists to use them—provided that they interpret the results as BTS intended. 5
What thas happened 5s %hat Sresearch fepidemiologists thave Jmostly) ;adopted %he SATS 5
guidelines Jor Fonducting the te % 5(which b5c5ve 5e & 65d 3, but fg 5red the 5TS 5
guidelines 5 5 interpreting $he Fesults fwhich 5s Smpossible %o o Bind 5till Zichieve %heir 5
research objectives). 5

The 5TS 5 interpretation 5guidelines Sesfablish Sive Scategories 5f 5 abnormal 5ung 5
fuskcti5 ba%d o5 BEV; Jesting, where Zbnormality 5s Slefined 5n 3erms »f hiow Fhe Jest 5
result inpares Swith Svhat 5s predicted Dased 5 5the Subject’s Scharacteristics. SThesé 5
categories are reproduced in Table Il below.”8 5

5

76 Pellegrino et al. (2005). 5

77 Pellegrino et al. (2005, p. 948). 5

78 The ABS &ck5 wdge 5that pr5fe5i5 a5judgme 5t 551 5v5ved: “The Sumber of5Bateg Srie 5a5d the exact 5
cut-off points are arbitrary.” See Pellegrino et al. (2005, p. 957). 5
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