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I. PLENARY SESSION {OPEN TO THE PUBUC) 

CALL TO ORDEWWELCOME: Gwend6lyn H. Cattledge, Ph.D., MS.€H., IRG bcut ive 
Secretary, Deputy Associate Director far Science, Scienfific b l e w  Abrninistmt~~ National 
Cenfer for lnlufy Prevention and Control (NCIPC), called the meeting of the NCtPC IRG tu order 
at 6;30 p.m. on Mnday, April 10,2006, at the Hilton Atlam Airport and Twvers, Atfanta, 
Gea~gia. She IntrPduced the standing members of the FACA committee fir the peer review 
process: 

Richard Mullins, M.D.,. Chair 
Michael M i n g ,  Ph.O. :.,::{I!- - 
Randal Ching, Ph,D. . .  . , - '  

1 -. . 
Ann Coker, Ph.O. 
Paul Cunningham, Ph.0. 
Carolyn Diguisappi, M. D., Ph.D., MP.H. 
John Fairbanks, Ph.D. 
Mlliam Halperin, M.D. 
Victoria Holt, Ph.D. 
Jonathan Hdand, Ph+D- 
Ketth Kaufman. Ph+D. 
Rm Maio, D.O. 
James Mafec, Ph.D. 
Conins Peek-Asa, Ph.D. 
Victoria Phillips, D.Phil. 
Michael Roberts, Ph,D, 
Gary Smith, MI, DLPH. 
James Smith, Ph.D. 
ElizabethVera, Ph.D. ' 

Ross Zafonte, no. 
Kathleen Zavela, Ph+D+, MP.H., C.H.E.S, 

Dr. Cattledge acknwledged the new members: Dr. Paul Cunningham, Dr. Halperin, Dr. James 
Smith, and Or. Zafonte. She thanked the mtlring members; Dr. Chlng, Dr. Holt, Dr. W, and 
Dr+ Gary Smith. 

Dr. Cattledge intmduwd the Peer Revlew staff, including 

Extramural Research Team from the Office of the Associate D ' m r  for Seisnee; 
I l3tmmural Resource Team, Office d Personnel Management and Operatiqns; 

Dkrislon AssocMe Directors for Science; 



Wbll6lfed Federal Oficials; 
SubjectMattarExpertS; 

I 
Program Offidals: 
Maximum Techm1ogle.s Corporation; and 
-bridge Cornrnunlcdons. 

OVERVIEW OF THE EXlRMURAL. PRO.GRAM: R I M  J. W m i l e r ,  Ph.D., Assoelate 
Ditecbr for Extramural Research, NCFPC, MBlgd the group an overview ufthe Esdmmuml 
Research Program at.& !njuiy Center, 

Dr. Waxweler described lhe means by which f e d d  funds am awarded. The tnjurg Gmter 
primarily u t i l i ~ s  grants and cmpmtive agments ,  and, to a h e r  extent, ~~~~ Inafhe 
past, underthe cooperative agmement structure, CDC was irtvdved with the p m j a  
substantially at the programmatic 1-1. CDC schtlsts Hlarked with s d e n t h  from We a p i n g  
institution to assemble a pmgram and to oomplete It. In mtsst, in the grant struche, €he 
CDC's rple focusad on m providing asktancs and encclumgement ulith Um project. 

There have been reoent shifts h the w y  that CDC, NIOSH, and the Injury Centerfrest 
mqxmtive agreements. Now, cmperative agmmmnts opaate in a manner similar to grants. 
The applications are subjed to an outside neview Thk appFoach is relatively new to CDC and 
aligns with the ideas d an NiH-type system, with a entk~ I  s%ntIffc review mechanism and 
structure fallowed by secondary d e w s .  ThSs approach is becoming mare widmpread thraugh 
CDC as the agencyplac~s m m  emphasis on SixIramural maarch. 

Dr* W 4 b r  desabed ihe 'life qclB8 d axhamural rwmrch. A grant application begins with 
f he release of a Fkquest- for Appllcatlgn @FA) or Program hmunoement IPA), which' provides 
for funding at a certain level fMa nu,mber of pars. It Is pmslbla b mah slight amendments in 
the RFA or its fundlng levels once It has been released, but the Centerhas set the,goal.to'haue 
an RFA %'on .the skeP for gQ days in oder to giw potential appllmts . adequate . aFme to mpmd 
to it. 

Next, appIiMons are received and referted to the scientific pe%r review pram&. In the bhh, % 
Is likely that the Canterwill not hold all of its panels, all at owe, due ta logistical issues They 
will try to staggwhdir m u h  panels cmrthe m. Another challenge relates to tk Center 
budget. The Center onfy recently d v e d  wnficmatian of their budget b r  the fi5caI par, so 
them was a risk of releasing an announcement for a project and finding that thee were no funds 
available to support it. If this situation were to occur, then the mahad applications would still be 
rravmwd. 

After the sdenwic peer review, the applications are considered by a secondary mqew 
This group is a Federal Advisory Cornmiltee wmprised of tnembm from CDC outside, sp dl  
as members from other federal qmdes. Wras from the peer review are presented to the 
secondary mvlew panel, whkh mnWrs them from the point d view d overall program 
babnoe. Thls group might enmumge Wat Ule C9nterUre;lch d m "  and fund proposals out of 
rank order tf this change wuld beneM the program's mission and ensure fhat the Cenhxis nd 
solely funding a narrow niche of areas d interest. The secondary review mnmitbek 
mmmendations n ly  heavily on the comments from the primary peer review. 
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N~xt ,  an mmd is made. The Center dll often generate press reteases and other publicity 
regarding the funded projects+ In paticular, the Center makes Ctmgms aware of the projects, 
sspedally the legislators from dktricts thai include awrd areas. The ' p c r s t - w  
administration" pat of the grant cycle indudes keeping in touch with the grantees afbr the 
award is made. h m u r a l  program officials might make decisions about reprogmrnmlng 
money and work with project ~ t l g a t o r s  in other ways. 

Once the funded research is m'mplete, It fmpahnt for the Center to Evisit its mearch 
priorStles and to,ensun that the mearch mul& are reieased, NIH also places an e m p b i s  on 
sharing msults, bemuse it is impprtant to illwtmte how these research projects translixte't~ 
saving lives, These impact measurns also influence decisions about future funding 
opportunities. 

Since 2002, the Extramural Grant Program has been driwn by the Injury Centets ReseaM 
Agenda. This year, a brand-new %hapteI" regarding Acute lnjury Cam will be published. The 
Q n t w  will Increase its fibeus on nesaareh related b acute injury cam, and the issues in 
the new agenda will likely banstate to RFAs In the nearfuture. Another emphasis for the Center 
will b~ d'rffushn studies. Most of the work historically funded by the lnjury Center has been 
foundational or developmental studies. The field needed this kind of w& In the 1980's and 
1990's. While these studies #re still supported in the late 1990's, aht ion began b sMft 
toward efficacy and effectiveness studies. Now, the focus will inaeaslngly lean toward dfffusioq 
that is, bmxlatmng mearch into the Wtd as quickly as passlble to demanstrab how the wrk 
makes a difference in people's lives. Them has been me canfuslan regarding the Inkrest h 
dissemination and impfmrmtatian. Applicants bund difficulty In Interpreting these abjectim at 
first, and this Iack'b untkastanding probably contributed to the high pemntage ~f non- 
respunshe applimtians that have been rweived in the recent pas#. 

The Center has many accompli6hmenls b celebrate. Eighty percent of the m e a m  funded 
thmugb the lCRCa and the academic centers of emltenm is aligned with the research agenda, 
and the pmgmm Is mWng toward 100 percent+ Over hatf OF the individual @search projects that 
haw been f~nbed focus an eff&veness and dissemination research. Applicants haw 
responded to the shifts In the mearch agenda and the w f a w s  of the Center, which helps tho 
Center describe its Mche in the owran federal schem and ta show its vslue. This 
wmmunications emphasis emnds b Center staff members, who routrnely speak at 
conferences. A $Me and tmchura have been developed detailing every piece of mearch 
funding that wrnes out ofthe Center, whether it is an earmark, mearch project, grant, small 
business initiativa w &r effort The overall budget fw research is $57 million, WIch ts broken 
loto Cooperative Agreements, gwnts for msearh, wntrads. and other, 

Last year's RFA attracbd 284 appllcatlans, 66 of which were non-responsive. Dr. W a m i b r  
refkmted that the Centefs marketing eforts have helped to reduce the percentage of non- 
responsivenws, They hope to keep people from devatlng a greslt deal of time and energy b an 
applimtion that will not be considered. This year, less than ten pemnt of the applications wre 
nokresponsive. 131 of last year's applicafms ~ W v e d  scares &!ow 120, so they were sent to 
secondary review, and 48 d them wre funded. These numbers indicate to the Dillador of CDC 
and others that the Center attracts strong. highlyqualifrad research proposals. If the Center had 
a larger budget, more of the projects muld have been funded, Their succass rates am better 



than ather federal agencies. 

The Center 1s eager to impmve the quality of the applcations that are re=-md, and themby the 
grants that am funded- To emluta quality, t h y  examlne the number of applications which 
received scares greater than 200, but were still funded. Last p a r ,  only thm applications were 
funded with a smre of over 200, and all hme were for Wters. Frequently, individual research 
applmtions receive lower (that is, better) smres than Center applications -use indhldual 
applications am for less money and am-usually mare rlgwous than Ccmkr applieahns. Only 
two individual applications were funded with greater than 200, and theywere both 
disssrtathn applications, which are not expected to be of as high a quality. Few applicalons 
were submitted In the Dissertation c a m ,  and the Center plans to embark on a 'public 
Wthns campaign' with Deans of Students at medical schools and thmu~h dhvenues  to 
better publc'ne the availabitib of thv W s .  

Dr. Wwei ler  condudad by sharing success sawfes h m  past research projets. These 
successes serve as a mmure d the quallty d research being mnducted under the auspices of 
the Center. Efkd[ve interventions and results haw been found in pmjects that focused on 
hoeguards worn by basaball plaprs; rubbsr-dd shoes reducing falls among the ekletfy; the 
effectieness of booster seats In radueirag injury rates from A W  acCidents; and &ten@ 
prevention programs. lhey are proud to support the= outcomes as wll as the foundational 
mearch that makes thy'n ~ ~ s ~ i b l e .  

REVIEW PROCESSIPANELISTS' RESPONSfBILIT1ES: Dr. CattIedge desen'bed a number d 
issues for the panetists' consideration, including: 

r Confli&.of lmwi 
'Cml ldenWi~a1"  - 

Trisg~ Prcrczdure. 
I Full ScimCfic Review P m  

Regarding confdentiri, Dr, Cattledge mminded the panelists not to d i m s  any information 
regarding the applications being reviewed in their panel outside the moms in which the review 
were Wing plam. As sdentilc peer m v V ~ m ,  panelists sham responsibilities related to 
information disclosure with other Federal empbpas and are obligated to avoid real w perwived 
disclosum of canfdential infwmahn. The Privacy A d  of 1974 requires a federal ageney to 
aa!!gct only pertinent personal infamation and to provide adflrinisbtiw, technicel and pmlcal 
safeguards to protect that information. Further, 98 U.SG 7905 stipulates that Federal 
employees and antractors must not make knm, In any manner not authaked by law, 
information gained d u r n  the a w r ~ e  of employment or fleial duties, lnduding bade secrets, 
inwme issues, confidential statisW data, orreports to any pemn except as pmvided by law, 

Information considered to be confidential Includes any advan-CB notice af any parts of a program 
announcement (PA) or a Request for Application (RFA). Peer mim i n h a t t o n  such as 
critiques, swres, appkant's persorial infomatlan, and agency funding recommendations an  afl 
ansidered to be canfidantial as welL The p p d s  induds the inkllwttlal property d the 
applicants, such qs research protomis and general mtent. lh8 applications will be shredded 
after the revlmv p m s s  b prevent tha scientific ideas contained in hem h m  being 'leak& 
out." Anally, information about the outcomes and p d u &  from a wmpleted miearch project 



am confidential, as the applicants dl1 release findings of pmjects when they are ready to do so+ 

The mnsequenaes of breaches d mnfidentiality can be dire. N d  only can disClosum g-iva unfair 
advantage to some applicants, it can questions abut the integrity of the NCiPC peer 
review and cause embarrassment to We agency, jeopardizing relationships with grantees. 
Didmure can ~ s u l t  in the Wrawal  or redesign of a Pmgram Announcement w RFA A 
p d i s t  who disdosm information may be subject to fines, ethics charges, consequences for his 
or her imtitutiMI, and ineligibility fo paitidpate in future reviews. They have a ~ ~ s l b l l I t y  to 
the public as well as a responsibility to maintain the trustworthiness of their competitions and 
review processes. 

Dr. Camgdge offered examples of *case studies" and appropdate ways for jmnelists to read to 
Re situations. SRa hen ~ v i s i M  the l i fe cycle" of extramural research. AAer applications are 
received and referred for review, the Scirntik Peer Review prcmm evaluabs them fiw thelr 
sdenUffc mellt. She emphasized that the panels should assess only the science of the 
applications, not budget issues. Applications that did not quali# for this W A ,  whether because 
of subject matteror incorrect fiwrns and formatting, have already been remawd from the 
p m s s .  

The panel Lsts are charged with using their knowledge and expertrse b make an Independent 
assessment of the sdatMc merit of the applications based on inkrrnation that is included in the 
application m t i v e  and appendioes. Ea& applicant Hill receive a summary statement of each 
reviewer's comments as MI as a summary of the panel discussions. The panelists are asked 
to pmvide the applicants 4th positive criticisms that will impme the proposals. After lhs 
scientific review panels complete their discussions and mrity smring, a s%candary review will 
msider the apgjktions' relevance to the pmgrsm's priodtk and &ion. This step In the 
owmU prucess provides justification fw funding In rank order or for *skippingm a proJBct Next, 
h e  D i d a  of CDC makes funding ddsbns. 

The pew review process evaluates proposals based on We quality and pmdudivity d the 
applications based on t k r  significance and their mbibutions to the %Id; appropriateness of 
the research approach; innovalion; suilability of the rese-arch envimnrrwnt, and m r c h  
capacity, Induhg whather the Principal Investigator and project team ha* the expertise to 
carry out ths pmject. Panelists submit theirscores on a standard scoring system. I f  a panelist 
has a conflict of interest with an application, then the panelist must ~ c u s e  him* or herself 
from the room before the application is discussed. Applications should be leviewed on their 
individual merits and not a m p a w  to other applicatjons being considered by the pan~l. 

Dr. Cattredge o u t l i d  the a p p ~ ~  wcsived under 2008'3 program announcement. Ofthe 
202 appl imhs received. 21 wen? deemed nonrssponsive by the program. The panels will 
review 181 applications. In 2W2, the pngram only received 113 applicaf~ns, and in 2005,283 
applicafins were received and 66 were nonresponsive to the pqrarn annwncement, Wile 
2006 saw fewer total appllcatims, fewer of those M v e d  were non-responsive. They expect a 
hlgher volume of responsive applcatians in 3307. 



Initial R & w  OIWD S u m ~ w  af M m  I 10-d2 - 2006 

An application can be found to be nowresponsive for a number of reasons. M n y  da not meet 
the basic eligibility requimments of the RFA. If an applicant does not m d  the pmgram 
announcement carefully, then a pmwsat could include a budget that is o=r the 'ceiling" or a 
project that does not mt lhe &jectiws of the RFA. &me pr~posats are from research teams 
that do not haw the expertise to (;any out the proposed project andor ftwm Principal 
Investigators who do not haw a of pwr-reviewed publlcablans. 

Dr. Cattledge described the agenda br the =dew. The panels would first meet to take part in 
the Mags process, which is a smening mechanism that cxlnsiders the mmpetlflimess of each 
application. P m p d  that are nat competitive can be %aged our h u s e  they lack detaP In 
the overall narrative or in the m a r c h  mth+ogy. For instance, the sample s b  mIgM be 
inappropriate, or the analysls plan might ba Improper. The triage process Is crucial because d 
the number of applidkms to be approved. The process works well. Of the 2-97 appllmtlons 
received In 2004.24 p e b n t  were deemed non-responsive, and 29 perwent were Magd out. 
having 47 percent of the applications b mmlw a full review. 

Each panel indudes several key persons: The Designated Federal OMclal {DFO), CMrpemn, 
Review Panel Members, Grants Technical Assistant, Technical WriterfEdhr, Subject Matter 
Expert, Program Manager or Pmjed Offiw, a d  Procxlrement and Grants Office (PGD) 
Manager. These are the only persons who shwld be in the m. 

The scoring system is as f o l ! ~  

As the review ~ ~ O O ~ S S  progresses, panelists may change their preliminary scam based on the 
grwp d i m i o n .  Scores are not final untll they am submitted on the scorfng sheet. Howver, if 
a pawlist changes a swrs, then he or she must ensum that the M e n  m m n t s  in the EV*W 
"mtch" the numeria! scam. 

The Mg'grwnd rules" for the peer revlew process are 

1. Revim all applications b r  ~Iantific merit. 
2. Judge each application on its @MI merit 
3, Do not inhject any outside knowledge into the process. Appliwtiwrs mn antybe 

evaluate on the written infarmation provided. 
4. Wke sum the W n  critique refkc@ the priority soore assigned b the application. 
5. Do nd d t w s s  any lnformatian or reseam idea that have been presented at the 

meeting outside of the room. Keep all information pertaining to this wiew strictly 
wnfidential. 

8. Sign the attendance sheet each dw the panel meets. 
7. Conflict of interest foms must be shned b e h  meePng can c o m e .  



Each panel was asked tO complete the fijage process after the plenary session and to Q b 
complete at least one fil l  review. This appmach will atlow each group to *Mibratem so that the 
rest d the review process can mwe smoothly. Dr. Caffledge emphasized that the trlage 
p m s s  is not a fi.111 review, but an assessment of each appllcathnrs averall competitiveness. 
Each reviewer should @we a one- w Wmlnute statement warding the appiieatim, and assign 
a score of: 

*A" = Competitive. 
'B" = Possibly oompetitiw. 
'I=' = NoncornpeW. 

Group discussion should laat no mom than five minutes+ Any application that is trim out can 
strll receive a full r ~ v i e w  if a member,d the p u p s  urlshes. Further, R any panel member has a 
mllct af'interest with a proposal, then that pmposal must -wive s full review. 

The full sdmtifc review begins with kntatiw seem from all three of the principal tevimm, 
Reviewer 1 presents a summary of the wed 3rd hi$ w her comments regarding each seetion 
of the application. This presentdon should I& appruxirraately ten minutes. Then, Reviewer 2 
will pment for up to five minutes. adding thoughts orobsemdons. Reviewer 3 has twr, minutes 
to add his or her thoughts warding the applk&on. General group discussinn All go on fw fiw 
to ten minutes, k l l m d  by a dlscusshn af Issues mlated b indusion of women, minorltles, and 
children as well as budget canem. Budget comments shwld not be mflocted in We mres, 
but they can help the program &ex during their negotiations. me reviewers will m*sH their 
initial scams, and then the panel Gll s m  each project on an individual scaring sheet If a 
panel member deckies to s m  ah applicalon outside the range of s ~ w e s  estabished byW 
reviewers, then a statement regarding this decision shwld be induded on the scorn s W  H 
two or more panel members eled b scorn outside the range, then they win create a Sninority 
r e p r  a paragraph regarding why the pr~posal should be sm%d ouCsid8 that range, which will 
be induded in the s u m y  statement that is maturned t~ the applicant Initial swles can 
dsange, she witmkd, but the written critiques must rnaCCh the ha[ mm+ 

Dr. Cattledge reviewed the d e . 8  ibr lnclus*m dpnders, minorities, and children. Each panel 
must come to consensus regarding the assignation of these d m .  

GENDER COPE: 

Second. 
1 = Both genders 
2 = Ontywo~nen 
3 = Ohly men 
4 = Gender u n k n w  

Third charactet: 
A = Scimfifically acceptahla 
iJ = Scientifically una-table 



MINORITY CODE: 

Second chracteq 
1 = Minority and non-mindty 
2 = Only minority 
3 = Only non-mlnorlty 
4 = Minarlty representation unknown 

mird character: 
A = Sclentitlcally acceptable 
U = Scientifically unacceptable 

CHILDREN CODE: 
Firs't character = C 

Secbnd character: 
1 = ChiMren and adults 
2 = Only children 
3 = No chtldren included 
4 = Representaiion of children unknown 

Jhid cham~ter 
A = Scientifiafty acceptable 
U = ScientSfically unacceptable 

Examples: GIA = Both ganders, sclantfficalty acceptable 
M3U = Only n m d n m e s ,  scientifically unacceptable 
C2A = Only childmn, $cien€ifically acceptable 

She then a d d m d  a number d "frequen* asked questions" by review panelists. 

Can I use. pmious knowledge ofthe investigators or their work during this rnvlwu? 

o No. Each grant is assessed for what is cantalnad In the pmpmaI. If p m ' w s  work is 
Included in the pmposd. then the muiwer can assess the plrxludiulty of h e  
investigatwrs. 

rn What if I know that the inwsfig&r has used s o m e  eke's wok without permission w has 
other scientific misconduct? 

The reviewer should prwMe that information to the DFO, but the p n t  should 
continue to be assessed on tts melts. The DFO will bring this aliggation to PGO ibr 
investigation. 
















