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Dear Dr. Schwab, 
 
Please find attached comments on OMB's Proposed Peer Review Bulletin from the 
Center for Progressive Regulation.  Please disregard an earlier attempt to 
email you these comments because I erroneously attached the wrong version.  (I 
withdrew this email but I don't know if it was delivered.)  The correct 
version is dated Dec. 7, 2003. 
 
Thank you for this opportunity to comment. 
 
Sid Shapiro 
 
Sidney A. Shapiro 
Rounds Professor of Law 
785-864-9222 (telephone) 
785-864-9222 (fax) 
1535 W. 15th Street 
Lawrence, KS. 66045-7577 
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Re: Proposed Bulletin on Peer Review and Information Quality 

Dear Dr. Schwab: 

ti l e xs n tiOMB hasproposed aBulle nthat woud supplment e itigproceduresunder theInforma on 
1

Qu lty Act (IQA) by re urig peer re iw ofre ua norma on and by speiynai q in ve g ltory if ti cfig the 
2 

proceduresunder whih that re iw woud take plc. lo proposed to becomec ve l ae OMB hasas
3

iti l n ole nthereolti norma onq ai ann mateyiv v d i s u onofif ti u ltycomplits. Thescopeofmatters 

covered Bulle n i e a ty For the sameti s overbroad and therefore exceeds OMB‘s lg lauthori . 

ti llreut i ia v tl ve tspreocu ti threasons, theBulle nwi sl nduplctieand cos ypeer re iw. Ini c pa onwi

a e c -fn ce tits and i si e rue n ce tits theg n y u ded sin s , ts omison of comparabl ls for idustry sin s , 

Bulle nwi ih themost i l utiyi su n e nu nti llnot accompls mportant reform that coud js f tsisa c: e srig 

that peer re iw i aa cd for bisand thereforei n ted byre ua n s eve sb ln e a snot domia g lted idutristo the 

x n t ie te t i stoday. 

sieRe ua on(CPR)appreitestheopportu iTheCenter for Progresv g lti ca ntyto comment onthese 

as CPR i a ia on of academis speilzn n the lg l economi,proposl. s an org nzti c caiig i e a, c and 

sin fi su sthat surround hel ae n i g lti bice tic ise ath, sfty, and e vronmentalre ua on. Asour we ste 

n cte, sie g lti si s to advance the publcsidia s www.progresv re ua on.org, CPR‘s mison i i‘

unders n n su saddressed bythecountryshel ae n i ata digoftheise ' ath, sftyand e vronmentallwsand 

to make the n ti ‘ ath, sfty, and e vronmentalthreats as effetie asa ons response to hel ae n i c v

posi e TheCenter i tted to de eopigand sha n e norma on, wisbl. scommi v l n rigknowldgeand if ti th 

theulmateam ofpree igthefundamentalv leofthelfeand hel en sandti i srvn au i ath ofhumanb ig

the naturale vronment. CPR crc ltes academi e,n i i ua c papers, studis and other analyses that 

1 
Treasuryand GeneralAppropriti saa onsAct for FiclYear 2001, Pub. L. No. 106, § 515 (2001). 

2 
ti ve ti aiProposed Bulle nonPeer Re iw and Informa onQu lty, 68 Fed. Reg. 54023 (2003). 

3 
Id. 



i iyb sd onthemulpl ilv le v ted theenactment ofourpromotepublcpolc ae ti esoca au sthat motia

a onshel ae n i a norm thepublcabout scholrshin ti ' ath, sftyand e vronmentallws. CPR seeksto if i a p 

n ii ity choose and preserve therthat	 e vsonsgovernment asan arena where membersofsoce i

c v au s Wereet thei n sonyfn ti sto ic aetheeconomicolletiev le. jc deathat governme t' l u c oni n res c 

ce c v temarkets.effiin yofpria

lo se tyand resourcesmayTheCenter as eksto provokedebateonhow thegovernment‘sauthori

best beused to preservecolletiev le d ac ethosewho in vaiec v au sand to hol countabl g oreor triilz

norm the publc about i a i cson-them. We seek to if i desto expand and strengthen publc deii

makig by fcln aita n cpa on ofgroups repree tig the publc iterest that musti tig the partii ti sn n i n

struggewi i te norma onand accessto technia e pertiel	 th lmi d if ti cl x s. 

SUM M ARY 

OMB proposesmandatorypeer re iw eventhough theIQA saysnothigabout peer re iw andve n ve

contan retie that a e ce t b f se n tig if tiisno di c v g n ismust use i eore dismia n norma on. Moreover, 

OMB proposes to re ure peer re iw even though Congress reeted lgsa on manda nq i ve	 jc e ilti tig 
4 

smia ve ut afew yearsago. Inlg akofstatutoryauthorii lr peer re iw proceduresjs iht ofthelc ty 

tsproposl utiyi ve q i mentsbynotigthat sin sfor i a, OMB seeksto js f tspeer re iw re ure n ce titsand 
5 

government offiil nzd thei	 ve n re uacashaverecog ie mportanceofpeer re iw i g ltory processes. 

sadi nzn n the abstract that peer re iw can adTherei fference, however, between recog iig i ve i

re ua cson-makig and de eopig speicproposl n ve sflg ltory deii n v l n cfi asfor makig peer re iw ueu. 

i n thedetal, i al i t peer re iw to crc ms n e t i etWhen OMB fllsi is t fisto lmi ve i u ta cswherei sb s

lutizd, and i	 defor an accountabl aa cd peer re iw procs n thoseie t doesnot provi eand b ln e ve esi

i u ta cs
crc ms n e. 

cfia sder thefollowigobjc onsto i a:Morespeiclly, CPR asksthat OMB coni n eti tsproposl

se	 on ofjriditi q i g n isto use peer re iw re a nñ	 OMB‘sasrti u s c on to re ure a e ce ve g rdig the 

dismia on ofif ti sdoubtfl Even i ty to re ure peerse n ti norma on i u. fOMB hasauthori q i

ve norma on that thegovernment dismia n reportsand on theWeb, ire iw for if ti se n tesi t 

lc tyto re urepeer re iw i lmakigb cuetheIQA doesnot applyakstheauthori q i ve nrue n ea s

to rue n . d dee q i ment that a e ce velmakig OMB shoul ltethere ure g n isundertakepeer re iw 

wi ce tic if ti s aredy sbjc to e te sv cth respect to sin fi norma on that i l a u et x nie notie and 

comment i e n ns tieProcedureActn thecontext ofarulmakig covered by theAdmiitra v

(APA).


al	 ve i a onsi c t miht bemost ueu.ñ OMB fisto target peer re iw to thosestu ti nwhih i g sfl In 

iht of the coni e costs of peer re iw, OMB shoul i t velg sderabl ve d lmi peer re iw to 

i u ta csi c norma on to bedismia scrc ms n e n whih theif ti se n ted setsanew precedent or i

reasonablycontrov rti ee	 bl. 

ñ OMB‘seffort to a oi	 s tteeAct (FACA)doesnot serveiv d theFederalAdvioryCommi ts 

n resn i fde c ntheif ti se n te.purposeofic aigpublcconi n ei norma onthat government dismia s

4 
See, e.g., H.R. 9 (1995). 

5 
ti, spanote2, at 54024.Proposed Bulle n u r

2




e a n lss d apply to any peer re iw commiContrary to OMB‘slg la ayi, FACA woul ve ttee 

ti. e a dmandated byanOMB Bulle n EvenwhenFACA doesnot lg llyapply, OMB shoul

q i g n iscompl th there ure n FACA for b ln e vere urethat a e ce ywi q i mentsi aa cd peer re iw 

commi e i ve	 g n is se vettes and a publc peer re iw process when a e ce ek peer re iw of 

s ca infia t if tiepeillysg icn norma on. 

ñ	 OMB‘s assumpti ce tits who reev i u dig are more lk lon that sin s cie publc fn n iey to be 

bisd than sin s cie idustry fn n ssmpl tspln forae ce titswho reev n u dig i i y wrong, and i a

appoitig sin s th offsttig bissi a e To addresspote tilbisn n ce titswi e n ae sunwork bl. n a a, 

d re urepeer re iw commi e fi yb ln e q i sOMB shoul q i ve ttesto be—arl aa cd,“asFACA re ure, 

and shoul q i i sl u ce tits undertakig peer re iw oftherd re ure publc dicosres by sin s n ve i

s claffia onsand sourcesofresearch fn n . d makee plct ihitoria liti u dig OMB shoul x ii ts 

ite t to la ei aefderallwsand re ua onsthat bar thepartii ti ce titsn n ev nplc e a g lti cpa onofsin s

th demonstrabl ia ca itsofiterest,“and shoul n ourage a e cewi e fn n il—conflc n d e c g n isto 

sl ie vedicoseanywav rsgranted such re iwers. 

g eted the cn lzd appoitment ofpeer re iwers, athough theñ	 OMB rihtfully rejc e traie n ve l

reasonsexpressed byOMB for doigso sg icn yunderstatethedi c l
n infia tl ffiutyofsuch a 

procs, icu n akofcoordia onand accountabityes n ldigthelc n ti	 li . 

cson to exempt if ti se n ted i u cti tñ OMB‘s deii norma on dismia n adjdia on and permi

edig tspeer re iw procedureslc sanyapparent js fia on, rasnproce n sfrom i ve ak uticti iigthe 

ss conthat OMB‘sexempti sb sd onthefact that theif ti se n ted iupii oni ae norma ondismia n 

u cti t proce n si a eyif ti tted byidustry. OMBadjdia onsand permi edig slrg l norma onsubmi n

d re urepeer re iw ofsuch studisunder thecrc ms n eshoul q i ve e i u ta csrecommended above. 

ñ	 OMB‘sproposalto re iw each and everyrequest for if ti c oncreatestheve norma oncorreti

n a asbetweenOMB and thecompliigpartyor other iterestedpote tilfor backroom del	 ann n

e.	 li d iseacon iewri x a a on forpartis To ensureaccountabity, OMB shoul su cs tten e pln ti

i sl u n ctig that i recommended that an agency modiy e itigpublc dicosre idia n t f xs n

if ti nlg an t shoul v a i sl u ttennorma oni iht ofacomplit, and i d re elfor publcdicosreanywri

commu ia on, a d asummaryofanyoralcommu ia on, pertannncti s n ncti s iigto thesubstance 

norma onq ai an cie iofanif ti u ltycomplit reev d from membersofCongressor ther staffsor 

ifrom personsoutsdeofgovernment. 

AUTHORITY TO REQUIRE PEER REVIEW 

li	 desauthori tsBulle nOMB camstheIQA provi tyfor i ti, but thetext oftheAct doesnot support 

thi li x iiy re ure or even authorie vescam. The Act doesnot e plctl q i , z, peer re iw. Moreover, 

athough theAct i e d not icul mposesanumber ofdutison OMB, Congressdi n ldeamongthese 

e e n udeie ve x iiyreeted thei iondutissttigup g i ln sfor peer re iw. Further, Congresse plctl jc mposti
6 

ve sdera onand debate, and i sdi c l eivofpeer re iw afew yearsago after dueconi ti t i ffiut to b le e 

that Congresscha g d i n t pasd theIQA. After all, theIQA wasari ddenin e tsmid wheni se der hi n 

anappropriti llthat no oneia onsbi nCongressother thanthesponsor knew wasthere. 

6 
n igtext.Note4 & accompa yn

3 



Moreover, OMB cannot cam other sc onsofthePaperworkRedu ti tyli eti c onAct (PRA)asauthori

q in ve though theAct waspasd i voulfor re urig peer re iw. Al se n 1980, OMB hasnever pre i sy 

n z mposti veiterpreted PRA to authorie the i ion ofpeer re iw, and the fact that Congresshas 

severalti sdered lgsa onthat woud expresyre urepeer re iw conimesconi e ilti l sl q i ve frmsthat OMB 

lc s power. Al ie ty to —de eop and oversee theaks thi though PRA gv s OMB authori v l

i e n ti iis n i e, a d s n yto Federa a e c se n timplme ta onofpolce, pricpls n ta dardsto appl l g n ydismia onof 
7 

publc if ti s authori y to ov rseni norma on ...,“ thi ty extends onl e eig how the government 
8 

norma onthat i—manages“theif ti t collects. 

Even i d that OMB can i ve q i ment on a e ce, sfthe courts hol mpose a peer re iw re ure g n is thi

ty doesnot extend to thedismia on ofif ti n rue n ea sauthori se n ti norma on i lmakig b cuetheIQA 

i y does not apply to rue n . n cted that the IQA does not apply tosmpl lmakig Congress idia

rue n t re ure g n iscreateanew —admiitra v c nslmakigwheni q i d that a e ce ns tiemeha im“to hear and 
9 

s v an norma onq ai . smeansCongresite ded therireolecomplitsabout if ti u lty Thi s n n der to apply 

se n ti norma on i l a u et to an admiitra vto contextswherethedismia on ofif ti snot aredy sbjc ns tie 

meha im to correct problms. Thi l n lde rulmakig b cue scc ns e swoud not icu e n ea s u h a process 

l a xs n rue n . n e sttig up another process woud be supe lous oraredy e its i lmakig Sic e n l rfu
10 

redundant, i u h ite tit hasto beassumed that Congresshad no sc n n on. 

SCOPE OFPEER REVIEW 

l ve eto plyi g ltoryprocess, OMB‘sproposalfor peer re iwWhiepeer re iw hasarol a nthere ua ve

i nlght ofthepote tilb n ftsthat i slk l nasmigstoo broad i i n a e ei t i ieyto generate. OMB errsi su n

that peer re iw i a sg icn norma onb cuei sve sappropriteor evennecessaryfor all—infia t“if ti ea s t i
11

ieyto haveor wi u s n a mpact onpublcpolc v teiia v s Allk l llhaveasbta tili i iyor pria ntitie. though 

if ti mpact, i norma on i iey to benorma on may havesuch an i t doesnot follow that theif ti slk l

n la eor that peer re iw i eesryto e srei etii . d thereforelmiu reibl ve sn csa nu tsobjc vty OMB shoul i t 

peer re iw to crc ms n e norma onto bedismia sve i u ta cswheretheif ti se n ted setsanew precedent or i
12 

e bl. i u ta c, ve s wateu llreasonably controv rti e In any other crc ms n e peer re iw i s fland wi

lythedismia onofi n norma on.unnecessarydea se n ti mporta t if ti

7 
44 U.S.C. §§3504(d)(1). 

8 
See OMB Ci ua vsd (—The PRA establs g n isto perform therrc lr No. A-130 Re ie ihesa broad mandate for a e ce i

if ti c vtis i ce t, effetie and economia n e ) a alblnorma on resources management atiie n an effiin c v , c lma n r.“, v ia e at 

te / crc lrsa a #8.http://www.whi house.govomb/i ua /130/130trans4.html
9 

Informa onQu ltyAct, supranote1, §515(b)(2).ti ai
10 

The background ofthe Act as frms that Congress ite ded the Act to appl ilo coni n n y outsde the context of 

rue kn . or to enactment oftheInforma on Qu lty Act, therewasadic silma ig Pri ti ai suson and debateover how to 

i i n g n isproduce reportsor put if ti i web ste.provde for publc iput before a e ce norma on on ther i s See, e.g., 23 

ns tie & Re ua n sri n lAdmiitra v g ltory Law News#3 (Sprig 2000), at 10 (dec big program hed by the ABA on the 

ssemia onofreportsand if ti tePaper From IndustryCoaionto EPA Over Concernsdi n ti norma onontheWeb);Whi lti

Over Informa on Programs Submi iy Env. Rep. (May 4, 1999), at E-1 (dic ssig theti tted May 4, 1999, Dal su n

di n ti norma onontheWeb). Therewasno dic si issemia onofreportsand if ti suson, however, oftheneed to provde 

c ns mproveif ti u ltyi lma igmeha imsto i norma onq ai nthecontext ofrue kn . 
11 

ti, spanote2, at 54028, §§1-2.Proposed Bulle n u r
12 

Thi s supported by a formalpolc ion ofthe Ame cn Bar Assoca on con e ig riks argument i iy posti ria iti crnn s

assessment. TheABA hasrecommended that the—nature, sg ic n e e i s ses linfia c, and complxty“ofarikassment shoud 

n g n isusepeer re iw, aswellasdetermiigthe—natureand scope“ofpeer re iw. ABAdetermie—when“a e ce ve nn ve

s u on on Rik Ases v ia e at http://www.abanet.org/dmilw/s02.pdf. TheReolti s ssment (October 1999), a albl a na rik

report accompa yn ti c ca x an ven igtherecommenda on, whih wasnot offiillyadopted bytheABA, e plisthat peer re iw 

4 



OMB partillyconcedesthi n g rdig—infia t“if ti t permi g n istoa spoit. Re a n sg icn norma on, i tsa e ce

—eet a ve c ns ety and complxty oftheslc an approprite peer re iw meha im based on the nov l e i

ce c ve e ei mplcti s g rdig thesin e to be re iwed, the b n ft and cost i ia on, and any controversy re a n
13 

ce c.“ Thegovernment, however, ditriu dev rityofif ti csin e s b tesawi a e norma on, much ofwhih 

occursoutsdeofthecontext ofrulmakig, for whih peer re iw may beunnecessary, eveni e n c ve

though the if ti voul u eted to peer re iw. Whie OMB‘snorma on has not been pre i sy sbjc ve l

fe i li g rdig sc norma on may mii z n idii alxbity re a n u h if ti nmie the government‘s burden i n vdu l 

i a on, thecolletieti vn nv rslpeer re iw forstu ti s c v meand expenseto thegovernment ofha igu ie a ve

infia t if ti slk l u s n a. g n isarenot permisg icn norma oni ieyto besbta til Moreover, a e ce tted to vary 

ti a crnn epeilly sg icn g ltorythe addion l procedures they must use con e ig —s ca infia t“ re ua
14

if ti g rdls ti anorma on, re a eswhether theaddion lproceduresareusefuland necessary. 

FACA 

OMB suggeststo a e ce v d compligwi s tteeg n isthat theycana oi yn th theFederalAdvioryCommi

Act (FACA)whentheyundertakepeer re iw. Congresspassed FACA —nlrgepart to promoteve i a
15 

au s such as openness, accountabity and b ln e of viwpoits.“good-government v le li , aa c e n

au sarevta nu n e imacyofpeer re iw, OMB shoul q iBecausethesev le i lto e srigthelgti ve d re ure 

g n isconduct peer re iw of—s ca infia t if tithat a e ce ve epeillysg icn norma on“under FACA. 

se tilproteti eesryto lgti z ve rs t mandatesaFACA offerstwo esn a c onsn csa e imiepeer re iw. Fi t, i
16 

peer re iw processthat i i. q i deanve sopento thepublc OMB doesre urethat anagencyprovi

opportu i i d befrns ve nntyfor publccomment and that such commentsshoul u ihed to peer re iwersi
17 

sffiin methat theycantakethecommentsito account. OMB presumabl n nu ce t ti n yite dsthat 

the comments as i, l t x iiy so provi lolo be made publc athough i does not e plctl de. OMB as

i veprovdesthat thereport ofthepeer re iwersand theagency‘sresponsesto that report bemade 
18

i. sdi c l i d trust apeer re iw processthat operatespublc It i ffiut to seewhythepublcshoul ve

e n elofsc c . sto ic aepublcconi n ei norma onthatb hid av i erey IfOMB‘sgoali n res i fde c ntheif ti

shoul lmi d to stu ti n whih i smost lk l mprove the a ayi, u h ascomplx or noveld be —i te i a onsi c t i iey to i n lss sc e

problms, or add authori , u h as hi y controv rsa i a on.“ Ame cn Bar Asoca on, Setie ty sc ghl e ilstu ti s ria s iti c on of 

ns tie Law and Re ua c c, v ia e atAdmiitra v g ltory Pratie Report (August 1999), at 9, a albl

a na rikhttp://www.abanet.org/dmilw/ s02.pdf. 
13 

ti, spanote2, at 54028, §2.Proposed Bulle n u r
14 

Id. at 54028, §3. 
15 

iStevenP. Croly a tc lGui n e ont ia lyoft ioyCommi te , Prcia da c he Applc bit he FederalAdvsr ttee Ac, 10 AD. L.J. 

111, 117 (1996);see as iig t i t aainofPowersand te FederalAdvsrloJayS. Bybee, Advsn he Presden:Sep rto h ioy 

ttee Ac, 104 YALE L.J. 51, 73 (1994)(notigthat Congressi a a n sonFACA —focused onthenon-Commi t n on lherig

repree ta v iory commi e, i proce n s and reports to thesn tie nature ofthe advs tte s and the need to open ther edig

sde t)
Prei n . 

16 
q i sthat peer re iw miu i, 5 U.S.C. App. II §10(a)(1) nFACA re ure ve n tesareopento thepublc , iterested personsare 

n tld to —attend, appear before, or fiestatementswi iorycommi e d. §10(a)(3), detald miue tie l th anyadvs tte,“i ie n tes 

d. §1010(c), and anyrecordsor documentsmadea albl tteebemadea alblmust bekept, i v ia eto thecommi v ia eto the 

publcu ls thhed ac n x e onsfor publcdicosreunder theFreedomi nestherecordscanbewi l cordigto oneofthee cpti i sl u

ti d. §10(b). An agency can cose a metig ony i t determie
ofInforma on Act (FOIA), i l e n l fi n sthat one ofthe 

x e onsto theSu s n is Id. §10(d).e cpti nhieAct apple. 
17 

ti, spanote2, at 54029, §3.Proposed Bulle n u r
18 

Id. 

5 



se n te, l ig the peer re iw metig dig peer re iwthe government dismia s cosn ve e n s and hi n ve

documentsdoesnot serveitspurpose. 

q i sa e ce i s ttesare—arl aa cd iSecond, FACA re ure g n isto ensurethat ther adviorycommi e fi yb ln e n 
19 

tsmembershi ntermsofthepoitsofviw represented and thefn tii p i n e u c onsto beperformed.“

ssfg a si ea s t recog ie ve n vta yiv v smattersofThi ae u rd i mportant b cuei nzsthat peer re iw ie i bl n ole

jdgment about whih res a esin s sg e Thi sthestu tiu c aon bl ce titscandia re. si i a onfor two reasons. 

rs l g n isrefer only—ce ticand techniaFi t, athough OMB correctlyasksthat a e ce sin fi clmattersto 

g n is evn iy determia onsfor the a e c ,“ i svrtually i sbla e ce, la ig polc n ti g n y t i i mposi e to separate 
20 

sin fi iyise. thi am of—ce ticise,“peer re iwsce ticand polc su s Second, evenwi ntherel sin fi su s ve

wi su sfor whih thereareno objc v nwers, re urig them to usether b sllconfront ise c etiea s q in i et 
21

jdgment. Furthermore, allowiganagencyto pikpeer re iwerswi aa cu n c ve thout regard to b ln e 

ivte l ve tspreferred outcome. Thi ongbeenaproblm win i sanagencyto tit peer re iw to i shasl e th 
22 

peer re iw, and OMB‘sfiu q i llcontiu eve alreto re uretheuseofFACA wi n etheproblm. 

v d FACA by authoriig a e ce ‘ ret peer re iwersofre uaOMB seeksto a oi zn g n isto —di c ve g ltory 

if ti n vdu lly or i ssueafn lreport detalnorma on œ idii a n agroup œ to i ia in iig thenatureofther 
23 

ve i idig cui s though FACA maynot appl v nnre iw and ther fn n sand con lson.“ Al yto con e ig a 
24 

number ofpeopl i c ah idii a c v l) idii aeto obtantheadvieofec n vdu lly(rather thancolletiey, n vdu l 

re iw i de. c n ve ttee ive sa bad i a The advantage ofcondu tig peer re iw by commi sthat —each 

tteemember hastheopportu icommi ntyto observethedemeanor oftheothersand to challenge 
25

i v la on.“ Asareut, —brign ve susther opiither e au ti s sl n igallre iwerstogether to dic s i nonscanbe 
26 

apowerfl hil g is a oris nmus.“ Thi ed b c mporta t iu s ed a ant fv tim and a i sshil eomesevenmorei n f 

u ce n cosn ve e n i ttig a e ce v dOMB scedsi l ig peer re iw metigsto thepublcby permi n g n isto a oi

FACA byhin verigcontractorsto conduct thepeer re iw. 

19 
41 C.F.R. §102-3.30(c)(2003). 

20 
See Wendy E. Wagner, Congress, Scen e, and En io mena iyi c vrn tlPolc , 1999 U. ILL. L. REV. 181, 214 (1999) 

(—Al iorypa eshaveproved hepfli n u n g n isusepostiesin fi ethough theseadvs n l l u ne srigthat thea e ce iv ce ticknowldge 

cu l, thesepa esoften fn ev sre iwig thea e c ‘ iy choie upieac ratey n l id themsle ve n g n yspolc csunder thea s csofpeer 

ve n Scen e, Tec n lgy, and Admiitaie Governmen: Isitto a i ore iw.“); Joel Yelli, i c h oo nsrtv t ntuin l Desgns fr 

vrn tlDecso ma ig, 92 YALE L.J. 1300, 1305-06 (1983)(—Ifi bl iaEn io mena iin kn t werepossi eto separatethetechncl 

icl cl n e a, … e vronmentaldeii l nasmplfrom thepoltia, ethia, a d lg l n i csonscoud bemadei i etwo step process. … The 

hitoryofu scesu a s n us at from lw suggeststhat separa onmaybeanu a ia egoa.“s nu csfl ttemptsto ditig ih fc a ti n ttan bl l ) 
21 

s n csonsUnder theEndangered SpeisAct: Why Better Sce c waysSee Holly Doremus, Litig Deii ce in eIsn‘t Al

iy la c ce c e e ty, icu la c
Better Polc , 75 WASH. U.L.Q. 1029, 1064 (1997)(Rein eon sin emust, by n c ssi n lderein eon 

somehunches.) 
22 

See Bybee, supra note 15, at 58-59 (dic ssig the uses and abuses ofadvs ttes;THOMAS O.su n iory commi e)

MCGARITY & SIDNEY A. SHAPIRO, WORKERS AT RISK: THE FAILED PROMISE OF THE OCCUPATIONAL SAFETY AND 

su n n a takn s tte s to obtan anHEALTH ADMINISTRATION 196 (1993)(dic ssig the pote tilofs c ig adviory commi e i

agency-favored preordan d outcome).ie
23 

Proposed Bulle n u r siterpreta oni eti, spanote2, at 54027, §3. Thi n ti sopento challenge. See StevenP. Croly& 

Wi a ioyCommi tllim F. Funk, The FederalAdvsr ttee Actand Good Governmen, 14 YALE J. REG. 451, 472-78 (1997) 

u s onn cui yto idii a re iwers).(q eti igthecon lsonthat FACA doesnot appl n vdu l ve
24 

41 C.F.R. §102-3.40(e)(2003). 
25 

ri , PeerRevew i r n a t nt t in e, 9 HIGH TECHN. L.J. 1,ThomasO. McGa ty i nAwadig FederalGrnsi he Arsand Sce cs

64 (1994). 
26 

Id. 
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27
Based onByrd v. EPA, OMB as li v d compligwi filo camsthat anagencycana oi yn th FACA i t 

28 
re sl n n turn org nzs the peer re iw. In Byrd , thehi s a contractor or conuta t, who i a ie ve

vronmentalProteti re v tecontractor to slcEn i c onAgency(EPA)hi d apria eet and manageapeer 
29 

re iw paneland submi j tyofthepanelhed that FACA dive t areport to theagency. A maori l d 

y b cue l ty to controlthe contractor‘schoieofnot appl ea s, athough EPA had reserved authori c

ve t di x rcs spower. Inther words, thedeiipeer re iwers, i d not e e iethi i csonwasbased —onwhat 
30 

nfc d, rather thanonwhat i lEPA i at di t coud havedone.“

TheByrd casehasnot beenfollowed byanyother crc i mporta tl, i li ut. Morei n y t doesnot hep 

q i s a e ce ve s ca infia tOMB because OMB re ure g n is to ensure that peer re iw of epeilly sg icn

g ltoryif ti q i ments, icu n vere ua norma onmeetsanumber ofre ure n ldigthat peer re iwers—shallbe 
31 

eeted pri riyontheb ssofn csa ce ticand technia e pertieslc ma l ai eesrysin fi cl x s.“ Inorder to meet 

thi q i ment, a e ce s c v l ve c vesre ure g n ismut atieyre iw thechoieofpeer re iwersbyacontractor and 

veto anypeer re iwer that doesnot meet thi ti k wie g n ishavealg ldutytove scondion. Lie s, a e ce e a

ti ihed for peer re iw of epeillyensure that the other condions that OMB has establs ve s ca

infia t if ti ni i a on i llhave tosg icn norma on are met. Thus, u lke the stu ti n Byrd , an agency wi

controlthe peer re iw process, whih EPA di n Byrd , accordig to the maorive c d not do i n j ty 

opiinon. 

e t i eesryfor OMB to re uretheformaluseofFACA, athough that woudOfcours, i snot n csa q i l l

beagood i a norder to ensureanopenpeer re iw processand b ln e vede, i ve aa cd peer re iw. OMB 

l i yre urea e ce ywi ar b ln eand opengovernment proviicoud smpl q i g n isto compl th thefi aa c sons 

thout formallycharte n ve ttesofFACA wi rigpeer re iw commi e. 

CONFLICTS OFINTEREST VERSUS BIAS 

A fundamentalfa n theproposed Bulle n i tsfiu s n us itsoflw i ti si alreto ditig ih between conflc

n su lfyprospetiesin s e igonpeer re iw pa esunder e itigiterest that diq ai c v ce titsfrom srvn ve n l xs n

a a ce titsmaye hi t whentheyhaveformua iononasin filw and thebisthat sin s x bi lted aposti ce tic 

ssuethrough ther work i lted areas. A fullrangeofstatutoryand re uai i nthesameor rea g ltory 
32 

re ure y the Ethisi ce titswho have a di cq i ments, most notabl c n Government Act, bar sin s ret 

fn n iliteret i ns tiedeii e igongovernment peeria ca n s ntheoutcomeofanadmiitra v csonfrom srvn

re iw pa esestabls ve ce tic studisthat affect such deie ti s Ag n isve n l ihed to re iw sin fi e lb ra on. e ce

maywav q i ments, but must go through aformalprocessto do so. Theproposediethesere ure

ti ssthephrase—realor percie itsofiterest“but doesnot otherwierecog ieBulle nue ev d conflc n s nz

27 
174 F3d 239 (D.C. Cir. 1999). 

28 
Proposed Bulle nti, supra note2, at 54028, §4a. 

29 
174 F.3d at 241. 

30 
sdisn llimshed that FACA apple ea s l eyId . at 247. Inhi se t, JudgeWi a l id b cuethepanelwas—so cosl“controlled 

—nmembershi llims, thekeywasEPA‘s—veto power,“and thefact thati p and purpose.“ Id . at 249. For JudgeWi a

—t wasnot used“di g e e iei nftureapplcti si d not matter becauseEPA miht —x rcs t i u ia on“and —thecontractor wasand 

sq i ieyto takethefact oftheveto ito account i tsslc ondeii si utelk l n ni eeti cson.“ Id . 
31 

ti, supra note2, at 54027. Further, theproposed g i ln sre ureanagencyto —provdeto peerProposed Bulle n udeie q i i

ve x ii ttenchargestatement dec bigthepurposeand scopeofthere iw.“ Id . at 54028. Inre iwersane plct wri sri n ve

ti i nty[for publccomment],“and i—shalldi c veaddion, the—agencyshallprovdeanopportu i i t ret peer re iwers… to 

i ia report,“and OMB speie cfissueafn l cfisthespeicnatureofthereport. Id . 
32 

5 U.S.C. §§ 201 et. seq. 
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33 
that thi e a a igunder e itiglw. It shoul vsd to makee plctsterm hasalg lmenn xs n a d bere ie x ii

nti xs n e a q i mentsre a n its ofiterest reman iOMB‘srecog ion that e itig lg lre ure g rdig conflc n i n 

th repet to anypeer re iw pa esetabls ti.forcewi s c ve n l s ihed under theBulle n

fsin s ss n ret fn n iliterests(e.g., contiu d empl th abroadly-Eveni ce titsposesidi c ia ca n n e oyment wi

b sd idustrytradeas iti it ofiterest rue, scae n soca on)that arenot covered byfederalconflc n ls u h 

n ed to an appearancethat theyarebisd wiiterestsmayla ae th respect to theoutcomeofapeer 

re iw. Depi ts apparently exha s v ve n n lte veve s te i utie re iw of promie t i rature on peer re iw, 

n ldig reportsby the GeneralAccou tig Offie (GAO)and the EPA Inspector Ge e licu n n n c n ra, 

OMB conpiu sy omi n n ite t tendency tos c oul ts a recent GAO report docume tig EPA‘s perss n

in u h fn n iliterestsi se ig peer re iw pa es th thereut that sin sg oresc ia ca n n asmbln ve n l, wi sl ce tits 

who werepad bymanufacturersofchemiasunder coni ti in eAdvioryi cl sdera onbytheEPA Sce c s
34 

tted to serveonsuch pa es To remedyi n ne stiiBoard wereactuallypermi n l. tsappare t isnivtyto 

si e d coni sri n s n thout referenceto thethi mportant problm, OMB shoul sder dec bigtheeiterestswi

lg lterm ofart —conflc n l i l n oul nn tsexhorta onstoe a it ofiterest,“ whie smuta e sy strengthe ig i ti

g n isto a oi igsc sd cn dates.a e ce v d choosn u h compromie a di

ss a e ce sder diq aifig sin sOMB advie g n is to coni su l yn ce tits who have or may do research 
35 

t doesnot recommend aparallelrueto diq ai ce titsupported bythegovernment, but i l su lfyasin s
36 

who has reev d, or i n cie reerch fn n g lted idutriscie s attemptig to reev , sa u dig from re ua n s e. 

i a one atl ak n thig g n isshoul x bt moreOMB, however, hasthestu ti x c yb c wards. Ifa y n , a e ce d e hii

carei i eeti ce titswhoseresearch i u ded byidustry.nther slc onofsin s sfn n

sconcerned that sin s u ded bya e ce, or who woul ek sc u dig lOMB i ce titsfn g n is d se u h fn n , coud 

i c g n y i u digfeelpressured to bend ther advieto an a e c n order to securepresent or futurefn n . 

i ia cn ce c,Publc fn n ig ofsin e however, occursunder proceduresthat protect and promote the 

n ce titsdoigtheresearch. Bycompa s v teresearch occursunderidependenceofthesin s n rion, pria

condionsthat makei ieythat sin s lll i u digiti t morelk l ce titswi osether fn n ftheydo not produce 
37 

sl a satoryto theidutril ourceoffn n .reutsthat arestifc n s a s u dig

33 
Proposed Bulle nti, supra note2, at 54027, § 2. 

34 
GENERAL ACCOUNTING OFFICE, EPA‘S SCIENCE ADVISORY BOARD: IMPROVED PROCEDURES NEEDED TO ENSURE 

INDEPENDENCE AND BALANCE 18 (2001)(Report No. GAO-01-536)(dec bigthei esri n mproprityofEPA‘s 

n n n ted pa esappoitment ofidustry-domia n l)[GAO EPA Report]. 
35 

Id . 
36 

OMB appare tl n a i a oni e ne ce tit hasanatu lfn n iliterestn ydoesnot thikthat ltter stu ti saproblm u lssasin s c a ia ca n

ntheoutcomeofthestudy. Proposed Bulle n n cpatesthat sin s
i ti, supra note2, at 54024. PerhapsOMB a tii ce titswho 

n llas ia ca s k ntheoutcomeoftheresearch. Whiethi saundertakeresearch funded byidustrywi lo haveafn n il ta ei l si

n e n ce titsarei sstu ti iononthi ssue, howe e sgrowigproblm, not allidustry-funded sin s nthi i a on. OMB‘sposti si v r, i

n reycer. In i ls itsaspossi ydiq ainot e ti l la tsproposed rue, OMB ls bl s u l yn ci sbta tilfn n “fig thereept of—u s n a u dig

from anagencyor theapplc ti u h fn n sno smiaia onfor sc u digfrom anagency. Id . at 54027. Therei i lr proposed 

diq aicti ce titswho reev , or arese ig to reev , fn n n lsu lfia on for sin s cie ekn cie u dig from idustry, athough OMB does 

proposethat a e ce sder aspote tilly diq aig n isconi n a s u l yn fn n iliterestsifig that aperson has—ia ca n n thematter at 

ssue.“ Id . OMB‘spreambl normallydeie fn n iliteret i u et matter“as—(e.g., tisto are uai eif fn s—ia ca n s nthesbjc e g lted 

b sn ss).“ Id . at 54024. Thi e msto suggest an i ii c n e e g lteduie sse mplct ak owldgment by OMB that tisto are ua

uie l e a v ator i eetib sn ssshoud bean g tiefc ntheslc onprocess. 
37 

Professor ShedonKri x an:l mskye plis

Whengovernment fundsb scsin e t doesnot haveavested iteret i c lr outcome. Gieai ce c, i n s napartiua v n 

u digand thepeer-re iw process, government a e cethetransparencyofthefn n ve g n ishaveto beverycareful 

8




Fia n ae ve fn csa ann lly, OMB proposesthat an agency can appoit a—bisd“re iwer i eesry to g i
38 

s fi n a. sproposl fetsOMB‘sneeded expertiei t appoitssomeonewho hasacontrarybis Thi a relc

assumpti g n iscangenerallycreateaneutralpeer re iw process, whih ionthat a e ce ve c snot actually 

possi ei iht ofthefactorsdic se a ir. Moreover, i su lk lbl n lg susd erle t i niey that an agency can 

match up offsttig biss i n cpates. What type ofperson, fore n ae n the manner that OMB a tii

exampl, hasa—contrarybis n lted contract wie a“to apersonwho hasanu rea th theagency? The 

generalprophyati q in sn tie fi yb ln e velc cofre uriga—broadlyrepree ta v “and —arl aa cd“re iw group 

samoreeffetieproteti g is ae ve smorema a ebl.i c v c ona ant bisd peer re iw outcomesand i n g a e

DISCLOSURE OFAFFILIATIONS 

OMB re ure ve sl a ia on l ffia on, a dq i sthat apeer re iw report shall—dicosethenames, org nzti a a liti s n

q aicti ve vousiv v ment by apeeru lfia onsofallpeer re iwers, aswellasany current or pre i n ole
39 

ve th theagencyor iseunder peer re iw coni ti g ire iwer wi su ve sdera on.“ Oncea anOMB drawsa 

ditic onbetweenagencyand idustryaffia onthat i ves n ti n liti sunwarranted. Whereasapeer re iw 

sl n ole ve th an agency, there i i lrreport must dicose the iv v ment ofpeer re iwers wi s no smia

sl u q i ment for sin s n ole th the re ua ndicosre re ure ce titswho are iv v d wi g lted idustry. Further, 

athough OMB suggeststhat anagencymaywih to re urepeer re iwersto dicose—sourcesl s q i ve sl
40 

ofpersonalor is tuti a u dig,“ i s not cer s ree n nnti on lfn n t i la whether OMB i frrig to idustry 

fn nu digofresearch. 

OMB shoul q i ve sl s cl ffia onsofpeer re iwersd re urethat apeer re iw report dicosethehitoria a liti ve

n lted)and thesourcesoffn n ce tit hasreev d. As(both agencyand idustryrea u digthat asin s cie

n n c sapproach gv sthepublcif titheGeneralAccou tigOffie(GAO)hasobserved, thi ie i norma on 

that canbeused to e au tethelgti c en cie ea s t idiav la e imacyoftheadvieb igreev d b cuei n ctesthe 
41

degreeofb ln ethat theagencyhasobtan d i tsappoitment ofpeer re iwers. Moreover,aa c ie ni n ve

thi tsan agency to hear from adie ce titsand not diq aisapproach permi v rsegroup ofsin s su lfy 

i ce titsb cueofther pre i u dig, whieasrigthepublcofthecertansin s ea s i voussourcesoffn n l su n i
42

lgti v la onprocess. Fia d gather thi norma onate imacyofthepeer e au ti n lly, anagencyshoul sif ti

ofnot apperigto teaseout or sharesin fi sl iclperspetie v nia n ce ticreutsthat meet apoltia c v , e e nareasof 

id reerch… .apple sa

Pria ce c snot transparent. Thereareunstated agendas. Manysin sv tefunded sin ei ce titswho arefunded 

bypria ne sl l es sl l e eiv tecompa isunderstand what reutswoud plaethecompanyand what reutswoud b n ft 

thecompany‘sbottom ln . ce tit iie Ifasin s stethered to acompany‘sresearch program, thenthecompany 

i ieyplae th theoutcomeoftheresearch and thereforewoud b n ft bycontiun u d islk l esd wi l e ei n igto fn t. It 

snot unusualfor iv s g torsto itern lz ni n etia n aietheiterestsofthecompany… . 

SHELDON KRIMSKY, SCIENCE IN THE PRIVATE INTEREST: HAS THE LURE OF PROFITS CORRUPTED BIOMEDICAL 

RESEARCH? 143-44 (2003). 
38 

Proposed Bulle nti, su p ra note2, at 54027, §3, 
39 

Id . at 54028, §3. 
40 

Id . 
41 

GAO Report, su p ra note34, at 18. 
42 

sl u ght i ia c onsunder thePria yAct, but theAct permi n vdu l ieanyDicosresmi mplc tesomeproteti v c tsidii asto wav

v c c onsthat theymiht have. S e e 5 U.S.C. § 552a(b)(permi n ttenwav rs. sres a eforpria yproteti g ttigwri ie ) It i aon bl

q i u h wav rsasacondionofsrvn veanagencyto re uresc ie ti e igasapeer re iwer. 
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e inn ve s t to ensurethat peer re iw itheb gn igofthepeer re iw processwhentheagencycanuei ve s 
43 

ab ln eaa cd process. 

CENTRALIZED APPOINTM ENT OFREVIEW ERS 

tsproposed g i ln s cie e traie n veIn i udeie, OMB deln sto proposethecn lzd appoitment ofre iwers 
44 

ea s t l y ie ce t and rasb cue i —coud be undul n ffiin ie other concerns.“ OMB understates the 

ffiutiswi e traie n vedi c le th cn lzd appoitment ofre iwers. 

Fi t, OMB does not suggest what e ti ght serve thi u c on, but i i lars n ty mi s fn ti t s cer that the 

slc onofOMB for thi u c oni nieyto —e d theappearanceofgreater itegrieeti sfn ti su lk l ln n tyto the 

ve infia t concern over the years con e ig thepeer re iw process.“ There has been sg icn crnn
45

laccountabityofprei n a u ii e n , vei sde tilspervsonofrulmakig and OMB‘scontrolover peer re iw 

l iethesamelgtiwoud ras e imateconcerns. 

Second, puttig an e ti n charge of peer re iw whih has no responi ln n ty i ve c sbity for thei

mplme ta onofastatutoryschemeivte n n g n yto pursuei icli e n ti n i stheappoitiga e c tsownpoltia

u s n v g n g rdls t i a mplme ta on oftheand sbta tiea e da, re a esofwhether i sappropritefor thei e n ti
46 

statutory scheme. The rik that a cn lzd a e c d pursue i ss e traie g n y woul ts own agenda i

partiua yau t i il countabl tsati s Yet, asidiac lrl c teto theextent that i snot publcyac efor i c on. n cted 

above, therei su n ethat theagencythat appoitsthepeer re iwers, whether i sOMBsno asra c n ve t i

or someother e ti lldo so i eway. Thelc ln ty, wi nanaccountabl akofaccountabityivtei n i scapture 

n si c lrl e ea s al q i vebyvested iterests. Thi spartiua yaproblm b cueOMB fisto re urethat peer re iw 

beab ln eaa cd process. 

Fia ve s ls iey to if mprove re ua cson-makig whenn lly, peer re iw i es lk l norm and i g ltory deii n

oy e t asab reu ra cburdeni
agencyempl esregard i u a c ti mposed onanagencyrather thanatoolfor 

47
i n u lty ofdeii n . iey to regard peermprovig theq ai cson-makig Agency personalaremorelk l

ve u a c ti q i ment, asopposed to an ite ralpart ofthea e c ‘ cson-re iw asab reu ra cre ure n g g n ysdeii

ma ig process, when i si mplmented by an anotherkn t i mposed on theagency by OMB and i e

n ty, bei
e ti t OMB or someother agency. 

43 
n n norma onabout pote tilS e e GAO Report, supra note34, at 20(recomme digthat EPA collect background if ti n a

ve i n ve tte)peer re iwersbeforether appoitment to apeer re iw commi e. 
44 

Id . 
45 

S e e , e . g . , GLEN ROBINSON, AMERICAN BUREAUCRACY: PUBLIC CHOICE & PUBLIC LAW 102 (1991), Si edn y A. 

Shapi he D e te ri i atro, Pre sid e ntial O ve rsig ht and t oraton of Re g ul ory Policy, 46 AD. L. REV. 1, 21-23 (1994) 

(dic sigthedebateofWhi lsusn teHouseaccountabityi lmakigov rsght).i nrue n e i
46 

Thi swhat happened whenCongressl a c pa on lSafetyand He l ns tisi octed theOc u ti a ath Admiitra on(OSHA)and 

theNa on lInti c pa on lHel ntwo di a n t departments. Alti a s tuteofOc u ti a ath (NIOSH)i fferent cbie though Congress

ce ticarm ofOSHA, NIOSH at ti smisonaccordigto icreated NIOSH to serveasthesin fi meshaspursued thi si n ts 

agendaand hasnot awayspursued projc l u a dn y A. Shapil etshepflor appropriteto OSHA. Si e ro & ThomasO. 

ri , Re ori ing O S H A:Re g ul ory Ale rnat atve Re fMcGa ty e nt at t ive s and Le g isl i orm , 6 YALE J. ON REG. 1, 57-59 (1989). 
47 

n ti a ve g n ysc lAccordigto theNa on lAcademyreport, peer re iw —must becomeaccepted aspart ofthea e c ‘ uture, 

l u a c ti q i ment.“ Na on lAcademy of Sce c s Strengthe ig Sce cnot merey a b reu ra c re ure ti a in e, nn in e as the US 

En i c onAgency: Research Management and Peer Re iw PratievronmentalProteti ve c cs115 (2000). Professor Lars 

i lr poit whenheobservesthat peer re iw worksbest wheni speer re iwersiteract wiNoah makesasmia n ve t i ve n th 

g n y sin s n an on oig dil u . e nt c—Re publicanism “: Expe rt Pe e r Re vi hea e c ce titsi g n aog e LarsNoah, S ci ifi e w and t

Q ue stion for Re g ul ory D e libe ratiat on,“49 EMORY L.J. 1033, 1059-60(2000) 
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UNEQUAL TREATM ENT OFINDUSTRY INFORM ATION 

The proposed Bulle n se sto assure the objc vty ofif ti se n ted by theti ek etii norma on dismia

u etigi ve ti x mptsanigovernment bysbjc n t to peer re iw, but theBulle ne e mportant category 

ofif ti n s procedure. Accordig to the proposlnorma on generated by idustry from thi n a,

a e ce ed not havepeer re iw conducted onsg icn g ltoryif ti
—g n isn e ve infia t re ua norma onthat … 

i se n ted i n vdu la e c u cti edigonapermisdismia nthecourseofanidii a g n yadjdia onor proce n t 
48 

applcti ak ofany apparent js fia on for these e cpti eds to theia on.“ The lc uticti x e ons la

con lsonthat OMB i c n n norma onfrom peer re iw.cui sprotetigidustryif ti ve

norma on dismia n adjdia ons b cue iOMB presumably exempted if ti se n ted i u cti ea s ts 
49 

ti ai deie x mpted adjdia onfrom theAct atogether, but i snotInforma onQu ltyGui ln se e u cti l t i

la norma ondismia nadjdia oni u et to theAct. MaybeOMBcer whyif ti se n ted i u cti snot sbjc

b le e u ctory procs ssuffiin norma oneiv d that the adjdia esi ce t to vet the accuracy ofthe if ti

n ole ffiutis wi s posti rs n an
iv v d, but there are two di c le th thi ion. Fi t, the procedures i

u cti deydepe digonwhether theadjdia oni fnot,adjdia onvarywi l n n u cti sformalor not, and i
50 

q i d bythestatutorymandateunder whih thea e c sopera n .what proceduresarere ure c g n yi tig

normaladjdia onsareconducted wi fthiManyif u cti th no procedureswhatsoever. Second, i s 

i ion, i sdi c l lo e e norma onsOMB‘sposti t i ffiut to understand whyOMB doesnot as x mpt if ti

di n ted i lmakigb cuetheproceduresareadequateto vet theif tissemia narue n ea s norma onthat 

i ssemiasdi n ted. 

lo offersno reason whyi x mptsif ti se n ted i edigon aOMB as t e e norma on dismia naproce n

t applcti n etheseproce n siv v u cti onmihtpermi ia on. Sic edig n oleadjdia on, OMB‘sexempti g

or reason. Or OMB mayhavecon lded that permi ia onshavebeenbased onthepri cu t applcti

mportant enough to deserve peer re iw. But OMB sbjcwere not i ve u ets other types of 

sg icn g ltoryif ti ve sno idia on by OMB whyinfia t re ua norma on to peer re iw, and therei n cti

if ti se n ted i t proce n fi ssg icn g ltoryif tinorma ondismia napermi edig, i t i infia t re ua norma on,

d not besbjc ve
shoul u et to peer re iw. 

on for permi edig eOMB‘sexempti t proce n smay bean attempt to protect proprity or trade 

secret idustryif ti si n ai u etigthi norma onton norma on, but thi saniv ld reasonfor not sbjc n sif ti

peer re iw. An agency can follow the pratie ofFDA, whih re ua y protectssuchve c c c g lrl
51

if ti ti u etsi venorma onand s llsbjc t to peer re iw. 

48 
Proposed Bulle nti, supra note2, at 54027, §2. 

49 
deie, fn s —di n ti n ldig —ditriu on … lmi d to adjdia vIn the Gui ln s OMB deie ssemia on“ as not icu n s b ti i te u ctie 

processes. OffieofManagement and Budget, Gudeie srigand Ma i zn ai etiic i ln sfor Enu n xmiigtheQu lty, Objc vty, 

li g tyofInforma onDismia e ce, 67 Fed. Reg. 8452, 8460(2002).Utityand Inte ri ti se n ted ByFederalAg n is
50 

SeeRICHARD J. PIERCE, SIDNEY A. SHAPIRO & PAUL R. VERKUIL, ADMINISTRATIVE LAW & PROCEDURE §§ 6.4.3, 

x ann a a l6.4.10(3d ed. 1999)(e pliigthev ribityofproceduresue nadjdia on.i sd i u cti )
51 

FDA adviory commi e ce titswho arehi d asspeilgovernment empl es cs ttesarecomposed ofsin s re ca oy e, whih 

ma e t possi efor FDA to revealtheif ti c mposesonthesin s e a ia ontok si bl norma onto them and whih i ce titsalg loblg ti

keep theif ti fde til S e e 21 C.F.R. §14.80(membersofFDA advs tte sserveasspeilnorma onconi n a. iorycommi e ca

government empl es.oy e)
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ak ofany apparent js fia on for thesee cpti edsoneto thess con thatThelc uticti x e onsla upii

OMB‘sexempti sb sd onthefact that theif ti se n ted i u ctioni ae norma ondismia nadjdia onsand 

t proce n si a eyif ti ssbmi g lted idutris But therepermi edig slrg l norma onthat i u tted byre ua n s e. 

sno apparent reasonwhyidustryif ti d beexempted from peer re iw, excepti n norma onshoul ve

when the nature ofthe if ti ly created by peernorma on doesnot warrant the cost and dea

ve a ir, peer re iw shoul se n ti
re iw. As noted erle ve d be reserved for the dismia on of 

if ti sres a ycontrov rti e Ifidustryif tinorma onthat setsanew precedent or i aon bl e bl. n norma on

s test, i i sbl s n us t norma on that a ss i
meets thi t s not posi e to ditig ih i from if ti rie n other 

contexts. 

ii n norma oni c lrl z ln ea s u h if tiOMB‘ssolctudefor idustryif ti spartiua ypu zigb cuesc norma on 

i sa u eted to thesamelv lofscrutiyasif ti sthereut ofpublcsuu llynot sbjc e e n norma onthat i sl i
52 

u dig Moreover, sn e idustry often regards if ti tted to a e cefn n . ic n norma on submi g n is to 

obtanpermi ie ssasproprityor tradesecret, i sfr morelk l ciei tsor lcne e t i a ieyto havereev d

i eor no idependent scrutiythat if ti ce titsasthereut ofpublc
lttl n n norma onproduced bysin s sl i

fn n .u dig

OM B AND CORRECTION REQUESTS 

OMB‘sproposed Bulle nendswi g n isprovi t wi nsv ndaysti th aproposalthat a e ce deto i thi e e

acopy ofeach non-f v ousrequest for if ti u lty correti nestheagencyriol norma on q ai c on u ls

an tswebste sl th OMB beforeipoststhecomplit oni i , and that anagencyconut wi t responds 
53 

an i i n s ntheoutcomeofcomplitscon e igto thecomplit. Inlght ofthepublciteret i an crnn

—s ca infia t re ua norma on,“i si eforepeillysg icn g ltoryif ti t i mportant that OMB beaccountabl

tspartii ti nthereolti norma onq ai ani cpa oni s u onofif ti u ltycomplits, but OMB hasproposed 

n nthewayofaccountabityprocedures.nothigi li

OMB shoul ld take two steps to promote accountabity con e ig complits abouti crnn an

—s ca infia t re ua norma on.“ It shoul su cs ttene pln tiepeillysg icn g ltoryif ti d iseacon iewri x a a on 

for publc dicosre idia n t f xs ni sl u n ctig that i recommended that an agency modiy e itig 

if ti n lg an t shoul v a i sl u ttennorma on i iht ofacomplit, and i d re elfor publcdicosreany wri

commu ia on, and asummaryofanyoralcommu ia on, pertannncti s ncti s iigto thesubstanceof 

norma onq ai an ianif ti u ltycomplit from membersofCongressor ther staffsor from persons 
54

ioutsdeofthegovernment. 

52 
For exampl, re a n v tey fn n thelfesin e, empiclstudishavefound a—greatere g rdig pria l u ded research i i ce cs ria e

a u s infia t fiu ce tice c n ei nty, and apatternofdea esecrecyamongcolleg e, asg ic n alreofsin fi x ha g nthecommu i ly d 

ia on.“ KRIMSKY, supra note37, at 84.publcti
53 

§7, Proposed Bulle nti, supra note2, at 54029. 
54 

ti fet iy adopted by the Ame cn Bar Assoca on con e ig theThese recommenda ons relc a formalpolc ria iti crnn

l
i te House ov rsght i lma ig S e e Recommenda on on Prei n aaccountabity ofWhi e i n the context ofrue kn . ti sde til 

Ov rsght (Feb. 1993), a albl a na polc .html, TheABA hasrecommended thate i v ia eat http://www.abanet.org/dmilw/ iy )

n tisdein ted bythePrei n n a ei n igprocessofov rsght oftherue kngovernment e tie sg a sde t to e g g nacontiun e i lma ig 

processshoud iseawri x a a onofcha g si q eted a e ce nproposed and fn lrue.l su ttene pln ti n e t hasre u s g n isto makei ia ls

TheABA hasas n tyrevealcondut commu ia onsthat i cie crnnlo recommended that thee ti i ncti t hasreev d con e igthe 

t i ve n i i crnnmatter i sre iwigfrom membersofCongress, ther staffs, or from personsoutsdeofthegovernment con e ig 

ia e. ns tie Conference ofthe Untesuch proposed or fn lruls The former Admiitra v i d States(ACUS)hasmade a 

smia ti sde tilRe iw of Agency Rue kn tii lr recommenda on of. Prei n a ve lma ig (Recommenda on 88-9), 1 C.F.R. 

§305.88-9 (1992). 
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n e lSicreyyours, 

Si e ro dn yA. Shapi

Board Member and Treasurer 
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