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_IIID'IIIIt and 1111 medic:IIiciJIl ....staff'pIVV"lldditioMIam I........... safety of1lll
pIOpOIId ,..na.y_. Jlf"CIuct__OIl'"~ apeMnco widllDldiadca.....

1.1.1.1 Dat........ h Scnana

1'hepftlpOlld l'IIu,d••) WII provided..DMEPA st8ffto COftlkIaIa__ 011111 ............
stIndInlpuWishld...,.......... teldS," FDA til t ••I. idInIify aMI ,..,DIId
dNa-......, SCIUIIdIilike arloolt...mr.. 1hI prGIlCI.'. PNPII.-, _ ...
outliMd in SecIion 2.1.1. A staIIlItIN......oftbl (I.F} U II· ia1M is JII'OVidad in
SIdion 7. To~ the plUGClS,thellllCiliallioll 11 WIDIthod 01
i~phonItie ...........similarity bIIweat -. 1111 ....._ PhaaIde ...
Otthoat..- CaIIputar AaIlysis(POCA), _ i1IIrIs to liltof_ a
.......taw... siIIiIarity (pheI" "'Iphic.«badt)to tad nil......
~)'.1hIDMEPA rtaflreviewed thI Uni1M se.-AdopeIdN.- (USAN) Iisa to cIIta1IIUlI if
1&1)' USAN IN withift the ,....,. 1"bI iJldiYidull fln&bpolthe muIdpte safety
MuItcn _ te CDER ~

2.1.1.2 CDDKsput .....

All bJ*l PInel a..li.is1IIId"Y DMEPA CDER...,••i_ GIl sdIIy of
tbe )IIOMt _dit 1......1 til, The· is of Divisionor 'lIIion &Ion PlwU _~ (DMf.PA) fiaa the Dmsiaft of
DruaMlrUlilw. Mwfti 5 -aee..-ur'" (DDMAC). IId..a_Ii" fI,1 .....
....1 pI\lInDtiM pra' __..... illUl_

1111 of1lll CNlPA staff·~" to thI.ExpIIt tor..llt ·en
1111 diDicII-,.m..l- of_ E1IpIrt PInel 1M..... ..., ....
adlti.of-. aflll· lay1M""£-"'10..,1•••1111 pooled NSUIts, or
.......110 ..,e•• JlNPlie., .....

.t..JJ LlUJtwe, '..
nr. · wi1hia..e-sof...RMfiIr ,...-, to
..1 oI oltht·pn i•.." wi1b U.s. ...
(tinpIblary" ••bM~"'.simiIaritJin wiO& ,..eripIKlnIor
wrtIIlJll'lllUllCitti or lliI ...,." of 121 < twenry )
......... pnfJu {JIIIInBMisIs, •..,..... >. t. , iJ6m
.......... 11II .,,1IIISIfIly ··idIIIdfr - .
~oftblJPI'D'u.d bA'ue..., I ..........

.. lie pal.1llill1arMill_" 01 a.ld JII.'"....,-. ia~

......ca_ eltht.... iI\lti CII'llri ..

..............ela_WaIti.oI ..,'.o inch tira'"

....0•••-. ..,._ _" ......

.....olIU MI1IhpNftaiu ...._..-a. • __l1li.1111", ••,.-.-... ,.wicl'.__ ......
""uJii.... fOr Ikll_ AA¢r flni ""_YIIbII uifliDft
.......puilhip_ psUlli_et DMEfA.



0-.. 1. -- -
VERBAL"' 1'Uo1

r~.tVn

't'JlpnaMrtnl1"'OAW:
J;it;;.;,iel ~.I:iZ;;·", • ...,.14.7 rAw.

1.1.3 AIIt..~• .,.,.",..S,... (.....).,...._Ie..,
OIl'*-, 20. 2009. the Division ofMedkIldon Em1r~ AnIlysis ......tbe fl)A
AMrII a__......S)tttID (AERS)toNtl'Mrve III)' ~ _,ilted witIlCebual
....dNaJlftJduct is 0UlIide ofthe u.s. ADS WIt ....
~ ~ .,'11 <.)" ..,....hi (HLGT) (J"f') .........~ .
n..MpOIIS w JMnUIIUy IW¥iewed to..hIde dupI wd.. reports did not__bea
~ Tbe clelcriNdallll4ic #l..I.I...by of W•
........"..or i••tlwith wwJd__••• 1ONViewof ......
C witbil"••e•••.,10-...,«••Ci .....

U~ ~.I)" _ 1/d~1 1AW'••Jlhv1lJ.TC.:ef~..*',.m-,
.....1htaiWia_ fcIItIl ift..2.1.1. the.....,..............iIIdhid.a....

............m lOfDAtID""'.''''''''''''''
~1..JlIO¥kfe Jiskof ' MocIiI ~(fMEA).a.,lltc_.'"AIr milt .1i _~ it ' WllMIfI'IYinI
PMI!A to riIk oIaJll'OPClll'l,••"tII) ....,1M DiWlilDofMldi ..
AMI)Iis IOM ,...ndalforaJIICIII 1O widt .
.....of _~..__ erJOII ....,in _ fMEAI"~

s
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4. 1'IIIJIN"sed,.,....1 ....Gil"".USAN .....~ .a_dIII •
......., to1bl USAN CcMd·sdlft ....

S. DMEPA kllMiflcs. potInliaISOUNOoI~ ..wiIhUa fII'OP8I'd PftIIIri.-y ftIInt..
'n. y-JIMI)' ",..I••,.or~y ........, .....
......to SuM Idy invoM eBJiiea 1111,.,......................

In theev.-. DMEPA otIjects to the..of..............., -......the paIIntial
for conAIsieft with Pft1PCJIId. (bul1lClt yet 1PIIIOVed) pttJpri•.,. DMEPA will pvvidI.
~ ellljldion the ...."....ovaI. ~JIftJduIC is ,rowI fiat ... the
riFt .1bI_ tilt while DMiPA wil1-.1111Dd.. the__ .","".. 1IIIt
.1ItII'aIIive-.

If_of................DMEPA will ..oIljeetto"...,.1bI•.........,. .... lflA)'
ofthese CM1IIditions..JIIIt,..DMEPA wiD oIieGt to the use 01.......1...,.... 1be da .1Iold
_lor~." prefri••y .....,_low to 1hIAftIIica; , SIfety
~ lit feItIt ill cri.. I S..SUII,.ItIcI·ti1Mr '" FDA It,. ' .,......
.....--rida, etMsclc:iM (10M), W...H.1dlOi_ ' (WHO),
1111 JobItec r. ' (TJC), _ JJIIIituII ofStlfe Medic....Prllllia. (ISMP), wIIo ........
___ __alWfar..'.ny itiatD
.....thI prior to .

' DMEPA thrub~ ..forthl ....b.J "-JtilkAsln wne is
n.a pIOfiti.-ydIaI-......a ...tdhta'll.pq., $IUe...of
~ in mM)' iitat.1 'is," be W.dllifitd.. r•••i••·,.,.",1_"avoid'"....
AcIditienIIIy. pOll ..........hII de UMJ ltd 1Ii• ..., lair ...
..............NJIariouIIy••.IIt ..NIJIIdy IMI- JIII"OM!. 1Ii_ tow.
....:••, 11111 ...

imoIvinI _cGnAaIiaL HI IfttNII ..u.' ...
........................... ApfJh of1bl· tn.
JIClI AatMY·s......., ......., .........
..I&i.•, ~.~ Af,.I J~.JIIII J,..t._..iD..
.... ., 11 _ pNfIh,nt 1.11 .. u·,
wllUultiy ~.._il.. lO ffI ...
.... a..a. """1oN; DMEPA bIIiIftI .-.c...
............IIIOUW.....r........iawlliob..'.'.nti.. IGr coukI
.............. to 4'0VIIL
IfI»dEPA"'tDa..opo.. ~,..,..n.,_ .
msdkl?iM .........FMEA UIICllOicIIIIIiIJ •. 1J riskal_D ....
DMBPA itHbtt10 lUi ApfIie .......,. pNp.iI•., 1III
__ 10 ,..,., forDMlPA FMEA_ idIJJIity

=i1tII ••1 0IUIcI riIkof.,I."' 01 , ...."•••-._.
. ~..,be JIIVWidI Apfliil_wilb_J· mP ...

'.3Jplilil wIidt "0''''__.,,'0'"

7




