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Hnited States Senate

WASHNGTON. DC 20518

Febyuary 25, 2004

The Honomble Joshom Bolton
Director

The Cffice of Managezment aond Budgat
725 37* Steant NW

Washington, DC 20503
Degr Mr. Rohet:

We are writlng to express our opposition o the Proposed Bultetin ve Peer Review and Infonmation
Quality priblished in the Federal Register an Septemriber 15, 2003. This proposal would have o majer impact
an the rolc of scicnco in federal ragulation. As sirong aupporters of scisnce in the publis interest, we agren
with the Office of Mansgement snd Budget (OMB) that federa] regulatory decisiona should be based on the
best availshle scieoce, Lnforamakely, the cirrent proposal will snsure oeither sound nor timedy regolstary
decizions, and will hikely add incfiriepaie and xignlfiomnt monstary coets to the curent peer review systee.
We psk that you fully address aur eoncams, of withdrae your propos 1.

We note thet OMB's propass| recoxnisres the validity apd adequacy of the approach to poor review
taken by profecsional scientific joumals, i differs maricedly from their mathoda, Boholarly acienitibo
journels do ot diaqualify reviewers based on the mumher of recent reviews they have condaated or for any
peroeived “sdyvocacy of 2 position.™ Scientific journals also do Tt sitempt to inchude revieweme of 2
“zontrary hiss™ on panels.

Cror Frest concern with the proposed bulletin is that the zalection criteria for pace reviewes will
exclude From reviewing federal ncientific rescarch precisely those experts who are the most competent ta do
so. Thosc potentially dispealified fittingly inchude reviewers with “finencial intercaty i the matter at issoe,”
hut also inappropriately inchisds those “cumently receiving or scoking substaniial fonding from the ageacy
through a contract or research grant,” While this potentinlly exoludes sy scadesnio scientist pursaing hasic
regeopch with partial fimding by 2 fedeval agency, it potentiafly does mol exolude s industry scicotist
employed or funded by a corpomtion affected by an sgeacy decision. Futher, the proposal to Hmit the
frequency of panel participation by mdivicual reviewers (10 woe review in sme cases) will! excluds the most
craalified scicntists from sorving amd quickly deplnty the poal of svailable reviewers. We fear that this pair of
rules would produce irrbalanoed peer revicw pagals i which industrial valess — the regolated parties - are
disproportionetely Jonl

Second, we ue conocmed that the proposed selection oriberia conceming revicwers who “sppaar b
be biased™ are overly vague, and the proposed remedy for b misaoded, Reviewers cam be disgualifled if
they have “sdvocatad a position on the specific matter at issoe® it is uncleac whether nich an *advotsted
position” velatas tn paraonal sintemems, policy positiona or published scismtific resulls. A particular scientiftc
conciuxian over o body of work, even on & polically-charged isvie, does not necessarily indicate biag md
shoudd not sutemarically precluds inclizion an & peer review panct. Faither, the proposed bulletin suggests
that f a peviewer who “is or Appears 10 e biesad™ must be selected, the rufes requice fla selection of an
additional reviewer with “contrary bims.™ Elimmation of taex by balancing vicwpoints is inappropriste ia
cascs whore 2 vast majarity of seientins have reached a conaensur opinion, sueh ua 7o elimats change. Under
the propnecd rule, fisture panels would be conmructed to aontafn an evea split of visspoints, vastly aver-
rprescnting marginel opimions in taay casm.
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Third, we are copcerned by the woad extent to which the prepoced regulations will be sppliéd to the
fedieral agencics, and the extert of contral given to the Administrator of the Office of Infammation and
Regulitocy Affeits, The Bulletin states that ofl sclence that is “nigmifieant regulatory information”” or
“redevant 1o aa Adminisiration policy piatity™ would he subject bo peer revieny. Sémnply put, this propoml
wintld poirntially require that almost gll inforretion callected by fhe agoncics for the monitaring of public
health and safety be subjested to an identical, tishe conmmning, sad costly peer review process. Purthar, the
ORA Adminishrator will make the ulthnate decision on whish isfrmation is to be peer reviewed. ORA isa
budget agency with expertise in regulation — 6ok in the scimee used in regulation. The OIRA Adwiristrator
will hald vant contel over the speed with which regulmiory decisions based on acientific infirmation con be
made. Mo xingle offine should he in o pogition 4o permit of fmpeds regulstory seiatific infrmation scross
the federal povemment.

Tn gt of these comoeme, we axk thal ‘you respond tn 1 on the falowing questions before

.+ Has public heatth been compromiscd in wny way by [he corent peer review stracture? Wil the
prpased chatges benafit public health in ways not currently achicved?

* How will OMB ensure tha exclusion Emnpummmdnf:fuﬁngmﬂplmtumlpmnfu
private compeny who is potentially or sctuslly effected by g poer reviewrd regulstion?

» What form of advocacy docs OMB envislon as a disqualitcatiom for a potential expert: soindific
publication, polivy Matement medis nkerview, o other? Is a scientific opinioa based on yesrs of
rigomons scizxilic remitts considered biaa? Does OMH intend to coaduct reviews of bias v to direct
ngearics to conmpile information. ot the “bieses™ of thelr patantinl revieveers? If 20, what sieps will
taken 10 remove bing from this process?

+ Is OMB proposimg Ht the devigratinn of a scieafific axpert with ‘cootry bias” would ke precedeonce
over unother scientist’s myguisita experiios in datermining the most qualificd sxperis t be sppoised 103
review penel?

» How much contral will the Administrator of OIRA have over the sclection of peer review panels znd the
selection of which sence must be revicwsd? How will OMB md OIRA prevent dupiicatr peer revicw
of previoasly published acimce? Will the OIRA Administroor override panel selections by Individal
sgencies, even when those sgencios bave oo expertio: in the prience conndered and fhos the
suitshility of inudividual reviowens?

= If i Extisting poer teview pansl yecowmends that an agency teke swift soion @ eapond 10 80
emergency or poblic heslth hurm, umuld the paw poliey allow OIRA to conntermand tht mtion md
require additional peer neview? .

Given these concerns mnd the impartsnoes of the propoged changes, we feel the issue of federal
scientific peer review deserves much more thorough considemtion before any changes are adopied. Woe [ook
ferward to & imely responge to the queations and copeerns we kave mised in this letter md hope 10 work
with you to develop a policy that will be practicsl and effective.

Sineerely,

RON hgi% PA LEAHY ;






