


APPENDIX B 

Excerpt from the October 29 & 30, 2003 Pediatric Advisory Subcommittee of the Anti-
Infective Drugs Advisory Committee of the Food and Drug Administration to review the 
safety data on Topical Immunomodulators and Topical Corticosteroids . 
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8 :06 a .m . 

Wednesday, October 29, 2003 

The Ballrooms . 
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http :l/www.fda.gbvlohrms/docketslac/03/transcripts/3999T1 .htm 
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" sdiusuotqpTa.z 

ataupuzJ u0ns AuP aAvu qou op noA Jt aa44tuiuUoD aq4 astApP 04 Iuawaqv4s .znoA 
90 

5uzuuz5aq auq jv noA sa6v.znooua vQ3 asYMaxzZ ~5uzqaam auq qp aauppuallp .zr. 

uqiM uozqDauuoa ut sasuadxa .zau4o .zo 6ut5pot ' TaAPaq .xnoX go quauiAvd s , dno.zb 

ao s, Aupdwoo v apntout Aviu uoiqvul.zo3ut Zvtouvuz3 aqq ' aTdwvxa zo3 

~buz4aaui stuq go oidoq au4 Aq paqopduit eq oq 1LZaxtT st qpuq dnoa5 Auv 

zo Aupdwoo Aup uqzM aAvu Avw noA qpuj diusuotqpZa.z Zptouvutg Aup go aaqqztuuuoo 

aqq astApP ol ' quawaqpqs Zpao .zo uaqqz.zM .znoA g0 5uiuutbaq auq qp l,zaxpads 

bui.zpau aztqnd uado auq InoA sabv.znooua,VQ3 auq 'uospa.z szqq .zo3 

" uoz q,equasa.zd s , Z-enpiAzpu-r 

up go qxawoo auq puvqs.zapun oq quvq.zodwt ST 4t qvuq sanatZaq VQ3 aqq 'buzqaauu 

aa;qtwWoD A.zostnpV au; JO uotssas 5ui.zVau Dttqnd uado aul qv ADua.zvdsuvaq uons 

a.znsua oy " 5uzxVw-uotsiDap puV bui.zau4V5-uoi4Vw.zo3ui .zo; ssaoo.zd qua.zvdsuv.zq 

P UT a,natZaq aiTqnd aqq pup uozjpaqstuzwpV 5n.za pup poo3 auq uqog 

' sbuiapau OT lqnc 
a.zo3aq ppa.z aq oq spaau qOzuM 4uauia~-e4s Mau V .zo 'pPa.z ZZiM I uOtuM ADttod tndu 

le spu vQ3 auq pup '6uz.zvaq ozZqnd uado auq go butuut6aq auq st stuy 

-aspaZd sivas .zzauq axvj plnoo ApoqA.zaAa 

Jt ' uoissas uoou,zaq;v auq .zog Appaz a.z , aM xuiuq I : 4aNSEHO ' 2iQ 

(*ui*a co:-E) 

NozssEs NooNxas3v 
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otlpZnwzqs-a.zd auq 6Z Avp pup t Avp 01 ,zoz.zd `sv M u6isaP APnqs aus 

"uotqvZnuizqs qsod pup autZasvq uqoq staAaT tostq.zoo 

uun.zas auq pup qsaq uozqvZnuiiqs HZo`i utdo.zqtLisoD auq 'AvP ZTv p.zeau ar~~ 

nojC qvuM ST vi.zaji.z0 auy " sxaaM :~ ao; quaUujva.zq snonuiIuo0 .zo; utxs pasvaszp 

auq oq uotjvozZddv Avp v aoirnq svM abvsop auy -Apoq auq 30 quaoaad OS upuq 

.zaIPa.zb buzaZoAut sz4iqPw,zap Otdojv azaAas oq a4g.zapoiu svM vizaqt.zo quazqpd 

auq 'utP5p aoup ~Apnqs Aqa;ps taqvt-uado up sv ubzsap Apnqs aqs 

" ZZ oq z sabP .zo; paAo.zddv uaaq, spu 

IT 'awzl lvu4 GOUTS "zt 01 g sa5V s,4I ~Zto TVDzdoq apiuo4a0P auotoutaonZJ 

auoi4uauu IT pup qualunoop ac)uaxa.;uoo-a.zd v .pvu noA qvuq ppv qqbiw I 

"uozqv.zqstuztupV 5n.za pup poo3 au,4 

go uou-e.zq ISoToqv=ap aqj Aq pano.zddv uaaq spu Moqs oq qnoqv w, j qvuq vqvp aus 

" quaula.&Zoauz Apoq quao.zad 09 uPu4 zaqvaab svM stqzqvui.zap otdoqv .zog Pi.zaqz.zo 

auq 1eua pueqs.zapun oq nol, quieM I pup 'zt o-4 Z sabV uz si4t~-emaap otdo~-e 

' 30 quawqpazq auq zog saipnqs quapuadapuz oMq pa;onpuoo am ~aYazqaA Tio qnupae 

P uz apiuoqaov auoTouzoont3 v sz S3/auqoowg-vw:zaQ 'ZTv go qs.zi,3 

" ;ZasAui buot siuq ZTzqs buzqqzs oq pasn qou w, I pup 'buot a.zaq uaaq 

9A, GM GOUTS ;az:zq Azan IT axVuU JtiM I " quasa.zd oq buto6 uu, I qvuq vqvp Aqa;vs 

au4 UT pa.zaMSUv 496 pZnom suozisanb asauq go auxos 4Vuq padou 2 puv "oq pasodxa 

qunoLUe auq .zo asn go aiunZoa auq pup 'aZoiuah auq 'vazp aov;xns Apoq auq sz 

pup .zaxpads AaaAa Aq pauozquaw uaaq aAVu qVu; sbuiu; aa.zu; a.zaM a.zauy 5uzu.zour 

szuq uaas an.,noA jVuM go a6uVz qOa99a ap-rs auq o4ui ZTV9 IOU TZzrn 1),Iqissod 

pio.za4soOi4.zoD A-zaAa qvuq Moux noA qat oq pajuvM I Avpoq buz.znQ 

~a.zaTq doqs sqOaJ;a apis au4 'xvads oq os 'go asuas au4 

UT .znSsouzp V 9w sax-elU A4atOos s,AVpo4 UT u0iuM 'sZVOi4naOPw.zaQ ZZzH 30 aauMo 

PUP quapzsa.za wP I ~u4oU Iz.zar ST auiVu AW "noA xuvuy -HS02i '-dW 

La.zau uqoU A.zzar "~y~ ~ a.zau~ sI ~6ut.z~att 

Dztqnd uado ano qv xvads oq axit pTnoM ouM ApoqAuv a.zaqq sI 

~5uzNpads Luoa; noA apntoaad qou ZZzM IT 'quauiaqvqs znoA g0 5uzuuz5aq auq q 

sdzusuoiqvTa.z Zvzouvutg go anssz stuq ssa.zppv oq qou asooua noA gI 
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'MO,~ ~szaqzZtZTtui 5"6 spM a5vsn a6v.xanv auq ,pup aZqqoq aouno V v pasuadszp 

spM quazqpd uopS "APpoq aa4Iiuuwo0 K.zosiApV auq go Zv.zaaas Aq dn qubno.zq uaaq . 

g,qi pup -- pasuads;zp svM quatqvd uovg "a.znsodxa Snap pauotquaw I 

~ asva.z0ut quauia.zDut 

9114 SP TjaM sv staAat Zost;ao0 .ziau; UT 6Z APP ol t App woa; aouaaaj;-rp 

ZvDtqs-cqvqs IOU sVM aaaus , " awvs auq uanuu Aqqa.zd paMOus z Apnqg 

'aauqia qua.za3gip Atquv0z;zubzs IOU 

vM sxaaM t .za4;v pup t AVp 3o uot4vZntut4s .zal3v Zostqao0 UT asvaaDuz quawaaOuz 

'us *9* sPrn qI " IuVDz;-cubzs AZZPOtqstqv4s IOU sPM 6z 01 .zo -- sTaAat Zosiq.zoD 

au4 uo Zz Pup Z AVp uio.zg auiTaspq auy "Mainax ol qsnC 'Z Apnqg 

~vazv aa~~~ns Apoq 4uP3z3zubzs p si IT 

q qno qutod oq quvM I 'utvbv aauo og- "uqzo; Os pup 'sw.zv 's6at .znoA 3o xopq 

' sbaZ .znoA go quo.z3 ' xovq ' qsauo ' .znoA ' pa.ze aop;zns Apoq go qunoiuv aTqp.zapzsuoD 

v qnoqv butxtVI az,aM 'suPzO isAud IOU a.zv ouM asouj .zo; qsnr 

'~6Z ~-ep pup Z A-ep uaan+i49q aaua.za;;tp ZVatjst4V4s -- OZ AVp uio.z; aOua.za; g zY 

ou svM luauua,zOui aul 'uozqVTnwi4s auq pip ,zo pasPa.zDui noA uau~;; ~ 

'.,~pnqs puooas aqj uz antPA d aus "9~ sVM Apnjs 4s.zzj auj UT anjPA d aus '6Z 

~pp ol Z APP tuo.zg abuvuo IOU pzp staAat tosi4.zo0 auzZaspq auq qng 

" a4nuzul v qsn C UT 

qpuq oq Novq awoo ZZtm I pup s.zajititttui ' S' 6 sVM taAat AVp-6z .zo -- xaaM--V auq 

uz -- App-p£ auq ui pasn qua-cqpd abp.zaAP aus ~pasodxa qunowp auq pup asn go 

auunZoA go junouuP auj ST paaaMSUv 4a5-Zj,aM lvu4 uotqsanb aauqo aus 

. quaa.zad S L oq O S 

spM pa.zv aovj.zns Rpoq auy ~paAto.&ui a.zaM squatqvd TVuozqtppV 91 ~hpoq auq go 

quao.zad SL u'euq .za~-eaab 30 quatuaAto.&ut Apoq v peq squazqvd gt Ing 

"squazqvd VE svM qI '£E Pvu noX "qaxovd 

-a.zd .znoA ui oclAq v s , a.zaus ~ squa-rqvd tE svM uoiqvtndod Zpqoq ails 
, 

-saqn 

09 .zaq3v uaxvq svM taAat Toszq.zoo uoiqvZnuizqs-qsod auq uauq pup 'uzdo.zquAsoD 

uqzM uoz~-eTnuizqs Aq paMOTTo; fZaqvzpauzuiz 'passassv svM Za.&at Tos-rq.zoo uin.zas 

onT 1n / r- a'Avs 



~l£/ZI mlu'tZ666£ISlduc)suwll£0/Ot'/sIaxOop/suuuo/no~~rp~~nnnnml/:duq 

?.z,epu,eqs paqdaoov auq qPu4 Nuiuj I ' abuV.z auq seM Ieus : HS02i ' 2tW 

LEG'OT 3o Zosz4100 
go anTPA uPaw P uqzM T'S go uoi4'ei.&ap p.zvpuP4s v anVu noA uauq puv 

a5p.zan:p 

EC OT go anZvA auzZaspq v aAPu noA 'XsmAuP satpnjs .znoA go quo uI " s.zaqunu 
anoA mo.zg 4uapiAa ST szu4 4Vu4 xuiuq I "uotssa.zddns Zvua.zpv ssassv oq Isaq 

poo5 v qou a.zp sanTPA Zosiq.zoD auttasvq JPu4 5uzu.zour siuq p.zvM.zo3 qnd AZaOzu 
A.zaA sPM qz xuzu4 I OS 'uotssa.zddns Tvua.zpv ssassv oq pasn noA qvuq 

auq oq p.zPba.z u4zM utV5P ST an.Vu I uotqsanb aus :szxvs,Vxss 'UQ 

"stx~~~.z~g ".zQ :XHNSaHD '2IQ 

Suzuut5aq auq ui 4Vul ptVs ar~leu . 
pTnous I ~ uotssa.zddns Zvua.zpv paMOus q uat4vd quo ION : HS02I -UN 

Zuozssa.xddns TVuaapV 90 aauaptAa Moqs 
Apn4s .zau4za UT sqaaCqns auq go Au-e ptQ "uozssa.zddns Z-eua.zp-e p-eq ouM s.zatt~no 

AZZViquaqod aPiu PZnoM vqvP PaZood go srsAtVuV -saX :?iNI3 '2iQ 
" xui3 ~ .zQ Zu4o2t ' aY4 a03 suoz qsanb AuV :7,aNSaHD ' 2iQ , 

-- AZuzV;aaD PjnoM I 'suoi-4sanb Au'e a.z'e a.za~qq 

;I " AVpo4 P4Vp JO 401 V p.zVau 9.n., noA Moux I ~ noA xuVuq 04 ;uVM I 
~;uaWa.noxdult ;uaa.zad OOZ oq SG V pVu sIuazqvd £z 'quaa.zad L9 AZTvnqDv 'Wao.zad 

Og upuj aaqVa.zb 's4uatqvd vE aqq 'squat~-ed asauq 'At;at.zq A.zaA pu-e '~~-eoig;a 
qnoqe butu.zoui stuq aaau ut samzj tv,zahas paxsv uaaq svq qI 

. HZOK go uoi~-eaqsiutuzpv auq Aq uotqvtnuit4s 

Zosz4.zo3 au1 409 ;3v qi p-rp aou ' Zosz4,zo0 PLUSvTd go anTVA auitasleq butu.zoui 
auq ut a5u~euo ou spM a.zauq 'pa.zv aov;.zns Apoq auq go quao.zad 06 0q ps 5uiAtoAuz 

uzxs pasleaszp o-4 `Zto qnupad ui aptuo4a0P auoTouiDont3 .zo 'g3/auqoouug-vwaaQ 

90 uozqvOztddv AttPp aOzM4 'sxaaM :V 'as.znoo 30 'uoisntOuoD aqs 

~Avpoq paquasaxd 

uaaq a.&vu qvu; saipnqs auq ut a5vsn go qunouiv auq puv uaas aA,noA qvum ~ 
oq pa.zedwoo Tvwtsaqiut;ut s , qvgq 'uvauu I ~ uDnw 4ou ST 4vu4 pule ' auoTouzac . 

go Luv.zFzTTttu Z uvqq a.zoiu ou go a.znsodxa pleu quaiqvd abv.zanv auj qvuq suvaui 

uz ~auoZoutoonTj go stup.zbzttiui zt axe e.zauq 'atqqoq aouno v szuq uzuqzm 
OnT tn ot oRv T 
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" pa.zp aop3.zns Apoq aulps aul .za.&oa 04 ulv,z6tTZiw Z 
aPuI uPuq a.zouz 

sai.uzq Aupw aq pZnom pasodxa -4unowe au-4 'wvaza .zo quaui:luto up uz junoure szu-4 
.nd noA jI " asta buzulawos UT aq pZnoM aArqae acu-es siTAJ qVuM u-euq ssat uaAa , 
uozqotxqsuooos-eA auq asn-eoaq ssaT AZqtssod si a:TDtuaA stuq pup Aouaqod ptw 

oq 
luStT p paaapisuoo si~ auoTouioonT; 'ui~~*e aDup 'APP .zad ~HZ0U '2iN 

-App .zad ulP.xbitTzui Z sPM JI :2IaQIatsHO5 '2tQ 

APP zaa :HS02t ' 2iL1 

ZuIP.zbtZTitu Z 
3pM pot.zad APP-6Z szuq buz.znp o; pasodxa spM quaiqpd auq qpqq pTO.zaqs go qunouip 

ZPIoI Gus ' Is.ztg noA xsP aui laZ ~.zait.zpa p.zpaq aA, aM lPuM q4tM a~u~t.x~~ . 

qP qtq aZ4qiT P a.zP sItnsa.z asauq 'AZsnot.&q0 :2iEQ2SN3O5 '2tQ 

" noA xupuS - S I?i~.'SFi2i,LS ' 2iQ 

"uot4PZnLUtls auP 
aaq;p squatqpd aqq go uopa uz patqnop upui a.zow j,uspn+r quawa.zOut auq 'asouq go 

uOPa 4vuq aAazTaq I Pup 'aZqnoP p ST a6ule.z pa-epu~-4s auq salnuzui 09 -4p aAazra ` > 

I pup 'squazqpd asouq 3o qova uo paZqnop upuq a.zow II ~HZOE '2iW 

-- xpad Zpnqop aus =szxVsWss '2tQ 

'89A ' 4uawa.zaut tvn4OP Gus :HS02i ' 2i1nI 

" .zaqunu t-en:lo-e aus :szxVsVxs,s ' 2~Q 

' 4uauia.zaui auI 's97, :HS02i ' 2IW 

" Juauia.zDut aul ST stuy :SI?itiSK2iZS ' 2IQ 

a.zauj uo ST 4uauIa.zauz 

Gus Lqou qi sI " qavuo .znoA uo a.z, Aauq aAaiZaq I -897, :HS02i ' 2IW 

paqvtnWz4s HyOF1 aul ,go s.zaqtunu 9114 anvu noA oQ ; szxVsVUss '2iQ 

~ 6uzu.zotu siuq uaas a.&, noA qpuM qvuq sp.zppupqs 

qsaq au~-es auq oq vqpp Aw 5ui.zpduuoo AZuo W, I . svu Aouabp aqq qvuq qsaq aqq 

uj 'awzq szu~ ~~ ~a.zo;aq paqpa.zq uaaq q,ua~-eu qvuq squazqvd asauq go auo 

s,a.zauq qpuq pauoiquaui ppu uzxZzM ",za a.&aztaq I ~Apnqs aqq a.zo;aq uozqpZnuz-rqs 

pup Zostq.zoa auiZaspq aqq st qsaq v .zo; seatnba,z Aoua5v aqq ~-euM pup a.zau 
oOr TO 44 a~ir.ff 
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uaaq s~-eMT-e s, qpuq pup 'saA 'svM asuodsa.z aus " sa7, : HZ02i ' UN 
. s5n.zp .zauqo a03 .zatt.zva pavau 

am 4vuM 
~o abuv:z aul uiu4iM AZutv4.za0 svM asuodsa.z auq Ing : -daQIHNH0S -2ia 

~AVxo :xsox ~xw 
' Tvizq Pvau-oI-pvaq v a.nvu q, uop noA ' ZZaM :UZQISNHOS ' 2IQ 

u~~a.z~ 
auq upuq zaqqaq sx.zoM sTuq qeuq noA bui jtaq IOU ui,I :Hs02i ' UW 

"u4-rqd.zosqv oiwaqsAs ssaZ a.~-eu 

ostP Apw noA lpu4 'uoiIippV UT "puP uoz4oj 9 .zo wva.zD P uz It ind no.rC jt uvuq 

a.znsodxa uzXs ZP4o4 ssat u4zM kavDz;ja Tvnba stuq panaiuov noh qvuq auups au, 
svM Aavai33a au; aouzs st _uoiqua;uoo znoh luvaul I :2tMIaN-IOS '2iQ 

~4uaZPAtnba oizauab P qou Snap 

IIIN UP ST Ii ' aZDtqaA auq go asnvoaq pup KQN up ST aZDtuaA ' auy " Apnqs stu,4 .zo; 

xoaqo ol qsnC Zto qnuvad auq uT It Ind am qpuq j,usvM II "qax.xvuz auj uo uaaq 

szuy ~ stspt.zosd d1pos .zo; 5uzuq quaza;;tp P .zapun paAo.zddp osTv svm. It pTTr 

886T uT pa.&o.zddp AZTvi4tut svM lonpo.zd auy °saipnIs asaul pzp am aao;aq ApM, 

pa.&o.zddv spM qonpoad auq qnq 'quaza3Jtp AuP aq oq 5uiob s,qi 'Z-ro Tvzauzui uzvZd 

uT It Ind noA gz qvq4 noA Zta4 4,uva I ~auop svM qr "4ax.zviu 9144 uo AZsnotaa.zd 

svM qI ~Apnqs stuq .zo3 qsnC Ii op q,uPTP am ~ tio qnuvad P uT qax.zpui auq 

uo qonpo.zd auq siuy ~ uotqd.zosqv uoniu qa5 q,uop am ' ZTaM :HZ02i -UN 

Zuzxs aql u5no.zu4 ssaT 

paqaosqv Ii st 'Zzo qnuvad uT Tvt.zaqvw auq Ind noA ;t 'aZdwvxa .zo3 Zuoiqd.zosqe 

ZvzIuaaa99tp uo uoz;Sui.zo;uz AuP anPu noA oQ :2iaQIsNHoS ' 2IQ 

~saqnq .znog .zo saqnq aaxuq axvq Kvui qI ~Avp .zad uiv.zSztZtui Z auq Atqzssod 

uvuq a.zoui .zpj oq pasodxa aq ptnoM no1C a.zoga.zauy " aopj.zns go qunouiv awes 

auq aanoo oq a.zow qot v AZddP oq aAvu pTnoM noA 'buiuqatiuos ao quawquio up uT 

uaaq anvu Ivw pzo.zajsoozq.zo0 awps szul ;I -Asp .zad wP.zbtTIiui Z svM -- pau.znqa.z 

atqqoq uova paqvtnoT-eo am pup -- a5,e.zaxe au-4 Rum s,qieus 'AqzZtq-ep-ea.zds a 

noA ' asvq Zzo qnuvad v uT buzaq ' spaoM .zauqo uI ' 4uBi2i :Hs02i ' 2iW 

~ paz tddv svM qvuq qunowv auq uvauu noX :2IaQIaNHOS ' UQ 
r,nT Tn nnr n(Rro r 
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9do auq uz xvads oq paquvM ouM asZa ApoqAuv a.zauq sI -)MNSHH3 'UQ 

" aWi j .znoA zo~ uanul Aaa-& noA xugu,L ~ HS02I ' UN 

' uanui A.zaA noA XuVus :7,ENSHHO 

("asuodsaa ON) 

esuoiqsanb Isquatuwoo .zauqo AuV : XHNSaH3 ' 2tQ 

"passnoszp aq oq 5uzob . 

svnn szul -azzZva.z qou ptp am qnq Iquawatddns Aopoz;;a siuq paMat.&a.z aaVu ptnoa , 

am 'ssnostp oq 5utuq quvq,zoduit up sT szuq ;z pup uMOUx am pvH ~a.zvda.zd q,uptp 
AZdwts 4snC GM Zvt.zq auq go jonpuoo auq pup vqvp auq go sui.zaq ui Aqztv.zqnau 

awa.zqxa go uoijzsod auj ui 9a, am qpuq Avs pTnom I os pup 'uoz40as DzTqnd 

uado auq uz uotqvquasa.zd .zvZnDtqavd szqq go quaquoo auq 3o a.zvMv apvui qou 
a.zaM qonpo.zd s-cuj .zoj uotsiAip Maiaa.z auq u? aM " saX :NI?i'IIM ' 2TQ 

" 
uTStZTM ' aQ :XaNSaHD ' 2IQ 

spto.zaqs 90 auunZo.& 
' aansodxa a.zow .zog ,zaq6tu sT ' as.znoo go ' quao.zad z-Z qvy ~ a.zouu qot P ao; u1oo: 

an.Pu ATutPl.zaO noA ureaStZtiui T Isn C q4tNr '.za.&aMOg ~ 4unouuv s , qeuj xuz~~ -4,uUp 

~abuva v sT a.&aiTaq I qvuy ~uzxs aqq u5no.zuq paq.zosqp ST qpuM go paqdaoov 

.ziau-4 s,~*eu,4 4Vuq aAattaq I 'uovqAvw ".zQ Aq spiozaqsoozqxoD go xooqqxaq 

aul ut ' a-&ai Zaq I ' pajdaaov Zv.zauab au-4 sem. ~,eus : HZ02i ' 2i1nI 
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