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Intcragl.'ncy Agn.:'I.'Il1-:nt
 
bdwCCll the
 

U.S. F'ood and Drug /\dministration,
 
Center fbI' Devices alld Radiological Ikalth
 

and the
 
U.S. Consumer Product Safety COnJmis:.,ioll 

224-07-60 10 
Noh': Thi~ lAG should he procc~scd expeditiously to allow suffici{'11f time fOI' necessary 

data col!cction during this fiscal year. 

Under this agrCl.'ment betvveen the Center for Devices and Radiological J [calth (CDR III :.Inc! the 
Consumer Product Safely Commission (CPSC). ('DIU! will contribute to the cost of the National 
Electronic Injury Surveillance System (NEISS) and CPSC wit/maintain and add to the current 
scope ofNI:ISS [0 accommodate the special interests ofCDRH that pertain to the collection of 
medical device-associated injury data. 

c'pse contracts with hospital emergency departments to collect injury data f"rom I.'mergeney 
ckpartlllcnt n.:'cords f<)r the National Eke!wnic Injury Surveillance (NEISS) system. This sy:stem 
is us<,d by <,PSC to identify .Ind ml..:asure the magnitude of injury problems associated with 
C(lnSumCr products that are treated in hospital emergency departments in the U.S. and its 
tcrrilOrics. Since 197R, other federal agencies have found it useful to have CPSC expand th\.' 
scope of injury data wlk:etcd by NEISS for their purposes. This agreement \'oill el1dbk CI)!UI 
\0 ,)btain data on a(h t:rSL' cvcllis associated with medical dl'vices from NEISS. 

Under lhl.:' terms of this agreement. CORB '>vill contribute funds to offset the cost of NEISS 
C,HllraCls in relum for sharing of diJta from this system, 

t in(kr the tL'ltllS of this agreemenr CPSCwill: 

I. Deliver to hospital coders instructional materials for identifying and coding medical 

') 

tkvice-associatl.'d injuries as provided by ('DRH and approved by CPSC, including 
printed instructions. coding examples. and background materials. 
Provide training with CDRH f()r hospital coders in the abstraction ill' int~)rma!ion J'n,m 
!:uspital cIlKrgl:/lcy department records of in Ierest to CDRII l(lf {he ('Jj;ISS primary 
~crc(>tl , 

J (\)llect dJl rnedical clevIc\.'" case primary ScrCl'll data tr-lln ()c(\)bcr 1. :~()()9 (hruugh 
,';crtemh:rHJ..'01 () :l!ld pnn ide CURl! with this d~lta. 
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FDA/CDRII plan'; to cDntinut' the projeCf mlu fY 2011 and \\ill aCli\t'i:- pursue continued 
funding fur tilt; projt:,:1 for FY 2011. 

limler the terms of this agreement, funding from CDRH will be paid to CPSC: in FY 2010 
imInl:diatrly upon receipt urtbc signed in1cwgcncy agreement and hilling statements. 

$36.000.00 

C:DJ~ll ,hall comply with the Privacy /\c! in using and storing information related to this 
agreement. C I) RH agn:es that the identity 0 r any inj ured person, and of any person who treated 
,HI lnjllf<.:d person. shall not. withuut the C\lllSCllt of person identified, be inclll\.kJ in any report \lr 
mforl1latiOIl madc available by ("DIUl to any of the public. C DRII abo agrees that it shall nut 
disclose initH'Illation compiled under this agn:el1lent to the public if the inf(mnation describe:; ,J 
con~;llmcr product in such a rnanner that will permit the public to ascertain n:adily the identity 01' 
the rnanul~letur(;r or prjvatl~ laheler unkss ttlc Commi:;sion is nOlitied. and the Commission 
compiies with SeClion 6 (b) (If the CPS,\ (15 CS.C2055). 

FD:\/CDRII agree:; to contribute $]6,000.00 to the cost of the NEISS to aCCOl1ltJJoc~alc (DR! I
 
plans as specified herein in fiscal year 2010 upon billing through the OPACc,yslnll. t:pOH
 
rec..:ipt of 0[>/\(' slatement FDA/CDR! { will rnakc payment to:
 

CPSC: Dehbie Hodge
 
[)j r.::ctor of Division of Finance. ('PSC
 
ruo Last \\'::..'sl Ilighway. Rill. 512-:\
 
lkthc..:da. :vm .2U814-4:.j()~
 


