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• Hew did the app1ieaat bRqe their".~preduGt to the prod\lda they are
telyiaa _1 In yO'Ut IiJUlC , you ted -A/.- ia tea,.Me to the~
whe1hetBA/BB atudiet ~.
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aelutieA thea theappre_~. Therefore the applicant pertOf'ftlleid.....
cliftieal trial to previde evkleace of the .....,. aad....... of eetrual in the
treatmeat of &eNte .titia ......Kim'.~.~n at th4J top of the attached...u .......whether or
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MEMORANDUM DZ.AIlTMENT O' H&AJ..11I AND IWMAN 51.VleD
PnlJC 8lALTHSIaVICI

rooD AND DaUGADMJNlS1'IlATION
QNTJ:Il woaDBGIVALtJATION AND OS&AllCll

CLINICAL INSPECTION SUMMAItY

DAD:

TO:

JUUIf)' 25, 2006

SUllftita~ llcpIatory ProjectMe...., Hm.'20
FRaca1ASue, RcpJatory PIoject Manapr. HFD-S20
Joha AIcuader, M.D., CJUHoalIlcview T.....I.eMr.lJPI).S20
Nuim MoIediDa, M.D., CliiIical :am.w.,HFD-S20
Juic4 SoNtb, M.D., I>iNctor, Jm>.S20
Di¥ilioa ofAJlti.w.ctiveDrul·~HFD-'20

TllROOGB1 Latie K. Ball, M.D.
B__ Chief

Good CIiaial PnlGtiec Brada WHPD-47
DiYiaion ofSMatific lav"'PtioDs (DSI)

nOM: Mathew T. 1'hoJNs, M.D.
Rnicw.
00CKI CIiDical Pr8dice Bnach B

NDA:
APfUCANTi
DRUG:

121·918
LIboRtorios SALVAT, SA
CiplQ........0.:'.4

CIl&MICAL CLASSIJICATION: 3

11IIRAPttmc CLASSIJICADON: s.daId R.mcw

IftDICATJONS: T....... ofACIM 0Iitit Emma ia AdiIIt ncI'.i...PatMutll year_
okkr.

SUBMISSION DAT&:
C"TA1'ION UQtJDT DATI:
DSI ACTION GOAL DAD:
fDUJ'A DAT&:

"",200'
A8pt30,200SJ..., U,2006
April 9, 2006



L BAeK_OtJND:

11w: Il-mcw DiviJioa (HFD-S~)~a IOUtiM data audit iMpeetiOit oftwo study situ
tUt.......·ltudy Protocol NClPaOT III JA 02 aad fnwa whidI data wu submitted ill
SUPP" .fNDAftl·918.

• tIM ..,cripIoflouciB otic sohttiea 0.2% was colllplRd to referae. trea1DMJIt,
..,aa.po1~.It sulfates_lt~ (PNH) otic solution; ill the tnatmeIIt
of....ftUM otitis m.ma (01) iaclaiWrea, ....... aad .....

Primary dlcaGy c:ndpoillt was tIM preportioD ofcHaicaJ ,.,...pIOtocOl patients widl eliDieal
cure<'- odilia, ..oteIl'Ilca ....MI4atVisit .. (15 ~ 17 clays follow-up).

A4Ycne_..w y~'lo_....dldsi..(~ Iahonatoty
findiap), symptom, or temporally usociat- with the \1M of. JIlC4ic_
(~)pmduct, wIaether or Bet ....... tIM~.

IL RIStJl,TS OW CLINICAL INVESTICATOR DATA AWn (t»y site):
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EM'."". = EM 1101 r«eived~·tIte F1M FfeldDUtrlcl 0Bic•.

•!~ npldliou. DtlItI tH:c""'.
YA/..](oR lfet.Iuaw-~$)ftoa~. /)(Jt(l.""'.
yAl ted - DevitJtiM(8)fonrt r.rhItimu. See.-Jic COiWIIWIfU IJe1tJwfordIIItI
~

OM·SIpiJictIIIt~/tN~DtlMIIIINIW1Ie.

A. Oaq GetdIicia. M.D.
3D01.,.~ s.itc '101
,.~,FL346M

t. WltatWII~

TlwFDA field iIMIIiptotnMcw of20 01 21 w....
..... for.. -..,. SeaM_ · medial
..........1atJcntcIry o.NGOI'da.



Twemy....1htsubjects.OR sereaaed at dtis·sWy-sitc; 26 .u.;.ots...~ 2$
subjects completed tho study. The....·of..20 ..bj..,w.. .mewcd and DO

sipilieaDt violatioa was obHrY•.

Oae subject (subject 128) waa tiInaId hID tNatmaat -.I tIM·bIiftclWU.tlll. The.
.., .... for di&coBtiIluatioa uabown but the followiat wen cited-as the possible
NaIOIII. possible aIleqic ractioa tID tat IItiole•• RSistaat orpaism, or~ of
celhaJitis; ...... tile iftfeetioa wu .......... iftvolviJl& more tiaue. It.,.. that
1IUa..wu...,.med to· reviewialdivilioB.

11lo study.,..... to have ~.....tely. _the data......by•• stu4y
site ......... itt support of.NDA appealS acceptable.

B. Jolia a.mpIiIt, M.D.
",. MtllIiaoa AvtIlIIO
C........ CA95608

1. WlaI·was~

The fDA fioNiavati__ review..die eaR histories of 16of. 32.... that.G'C
........study. ReceI'd...m.w iRe.... a review ofsout'Cc~ Citata Jiatinp
.....,..DUJ _speat01'COIWI~e; dNa aecou....ty.b~_
radoIrtiDlio1t JIfOHdures, aadpretoGol dmationa. All iftf'onM4oeIIICat for. were
NY__•

%. ',__."....~ NOlIe. OSlhu DOt teeeive4lhc Hill for _i8spcetioa. 11lc
~·~"towis"""""'''FDA'ORIl483,~~.
wJdc* wu....to" cliDictJ iIwatiptof(CI) at tile~0'. iMpocdoII_
IddidoMi~dultthemA,. I1tvcstiptor Matte DSI. Ala ........
.....1'7........wID..........." c..... upoancelpt'" R¥Iew of
dNJJR.



3. Oacral otJHrvatiolls!co....Dtaty:

~twe _jeGU were ami'" at this study sito. :Reportedly. 3 of.. 32 sutJjocts did not
~....,. The suhjects who 6:l1lOt complete the s1Ucly WCR #11003.1006 aacl
M3.

"'011 a RYicw of 16 oftile 32 ....'~ (Subject ill 001. 002, 003, 004. 60S.. 008,
013. OJ9, 022, 023, 024. 025, 02-6, 030, 031,..032) fl. FDA FJCIdiavestiptor reported
tile folowiac obMIvatiou:

.. PNtocoI dmationl that WCR Mtrepolto4lty tile cJiAicaI iftY• ..-to"~
i. 8...._1 was CIJI'OI1ed OIl 6121104. tGOk Advil 011 6J2O..12104. (A violation of

..... 1ICtioDI6.1.1... ,.2e2.)
ii. Wtjeet tIOOS milled 3 ccmaentive (aftentooa..CY-"ofJuly 1. 2004 _
.....f July 2-). The o1illical COCJIdiBator (CJle) .......tile SQbjcet to
••up 3 dolts Oft day 8, My 6, %004. (Sec pIOtocol MGtioa 6.2. SIiI8Dd .....,Ia).

iii. Subjeot fiI022 swam betw..Visit 3 ..Visit 4. (Sec protocol....4.1, sec;oIlCI
,...,.).

iv. SQjct N024 had a discharp hm eM..at Visit 3 (918104) but the Ole foraot to
GOII1Gt.. sample (See pmtOcol ..... ,.1.2. 8.1 8.2~3).

v. ~M)26 was ....S.,..3x14ay fer ear _,....san up to time ofslUdy
...,.9/10104. (A violaeicm.f aelusioft cmtcria- MCtion '.12.)

It. nree (3) 14v... ev... (Ala) weN JlOt rep.....
i S....MQ2. G.)MIrieaee4WCJ1W1lia1 .tOE andRfJO*l to ..._ad.... (..I)

by,.. OIl or aboutllUlO4. Sutt-J.....4 aDd treeted-tk swIJjcl$t at Visit 3 OD

1f23/M........ sUjcct·.KdeJl BOllIa PO TID.
ii. 5Uj_*024,~ _ ... ill.........I'iPtear 011

. 9/1104 (lJccw- visit I & Viait 2). w of.,.,...was_ JfeIJO*d as ..
AI. '

iii. SuIPct·IOJO...........01.......,......• *lIfeetcclar
at Visit .. (10111/04).

n.......................,.... rted............................................., ...
................ " .......' ........oINDA 11·m

11Ic....DiYiIiaA (JIPtl-sa) sitesr. inIpec1iMofthc
.....,...CJfkOT IMJ IA 02 ofNDMJ1..91•.

....................., _ _.." ..of.iI.,,1i••hatDr. ~.....,.itaen,"".



n.olnen.....1lOtCd·abov. for the....Dr. Cllamptin's study·sitc Me·iJue4 OIl the
, ..FDA.3. _ communicatioal hal fieWmv_"'. The_ ao. Dr. Champlin's
stucIy Iite-., be 4ecmcd acc:....it..rC¥icw divisicm mecIical ofIiHr dlat
dIc .ve....... i.aarc_ Iipiftc....to....Iy ovaall study
data. AD iDIpection summarya~ wiD be lcacra1cd ifconchlsions c....
• 6waUy... receipt aad~of. tmallDl

Si.....
Mathew T. TboftIu, NO
Divisioaof~fic JAycstipCiou

Lcalio K. BaD, M.D.
.....Chicf
Good CliDicaI Practioe....JflHJJ)..47
DivisiOJl ofSeiatifte IIIvcstipCiou

DISI1lUIlJ11ON:
Divisioa 'ile: NDA nt·'ll
HfJ).4$lJ)jvisioa,.
HfI)...t7IP1opamM...__ Staff(ckc&Jonic eopy)
Jm).S201ft0jcot~Samanta

HFJ)..4-1~

HFD-47/OCP-n.,U.
~111t_..Filc
O:\M'I"J'\NDA2.tllnmDftl.doc
IlraftecI: MTl':OmSl06
RcvinrtllI: LJCB:
RniIed: MTI':
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