
ENDIX 



Nov3rtis Pharmac&&Corporati~n ., 
Attention: &JQ$ W&dmuIJq A&@&&&t, ” .. .I : 

: ~ 
’ : 

Drug RqyIat~i’y Aff&s. :- .‘.’ . : ,’ ., ; : 
59 Route 10 \ 
East Hanover, NJ 67936:1080 l’ .. 

.I, ,.. . .. . 
Dear Mr. Weidmuller: 

‘._ 

: .. 
. 

.;. 

We acknowledge receipt of your Inv$stigationaI I&w, Drug Application &$ID):submitted 
pursuant to section 505(i) of the Federal Pa&d, I&g, tid CoSme& .Act. .Please note the 
following identifying data: : 

: 

IND Number Assigned: 57,005 

Sponsor: Nov&s Pharmaceutfcals Corpoiation 

Name of Drug: ERL080A 
._ REfIXWED 

Date of Submission: September 30, 1998 

Date of Receipt: October 1, 1998 

Studies in humans may not be i&i&d until 3O”days afu$ the date uf +t$t shown above. If, 
within the 30-day waiting period, we identify deficiencies in,,thc.INDthat .requirecorrection 
before human studies begin or that q?quire rest&&n of human stud&s until ‘cbrrection;, we 
will notify you immediately that the study may not. be initiated (“clinical hold”) & that certain 
restrictions must be placed ,on it. Ih. the~%v&ut of such notification, you must continue to I 
withhold, or to q%rict, such studies until .you have submitted material to correct the 
deficiencies, and we,have notified you that’:% m$crial you submitted is.satisfactory. 

: .:- ‘_ 
It has not been our policy to object to a qtonsor, ‘upon receipt of this aclotowledgement letter, 
either obtaining. supplies of the investigatiotid drug or’ stipping it to ‘mvesttigators listed in the 
IND. However, if the drug is shipped to’investigators; they should’be reminded that,$ud.& 
m under the IND u&l 30 ,days ,after the.IND receipt date or later if the IND is . 
placed on clinical hold. 

As sponsor of this IND, you are rcspoDsible .for~comp@nce with,$e’FedcraI Food; Drug, and. . 
Cosmetic Act and the implementing regulatiotis,(Title 21 of,‘the Code, of F&eral kegulations). 

\ Those responsibilities include (1) reporting dfly unexpected f&l or lifrHhreatening adverse 
experience associated with use of the dpg by telephone or f. no later ‘than 7 &end& days 

._ 

after initial receipt of.the information ,(2X CPk 312,32(c)(2)); (2) reporting any adverse ; 
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expehence with use 6f the’ drug Wt,is b&h &i&,~ kd un&e&d in w&kg withijn 15 
calendar days df initikl re’ce’ipt of the ti&rk%&n (21 CFR 312,32(c)(~~);.and’(3) ~bmitting 
annual progress repok .(21 CFlii !.l2,33). ’ . . __ 

,- 

+bove IND number, tind’addresS@i as f~l10ws: ’ c . 
Food knd Drug Admini&ati& 
Cente! for Drug Ev%&ki~~ and-l&search 
Divisibn of Special Ptithogea. md 

Imniunologic‘Drug~ Prod&&. HFD-590. 
Attention: Document Cant&l kotirn 
5600 Fishers L,ane 
Rockv~lle, Maryland~ 20855 ’ 

+J 
Should you have any:questions concerning this submission, pkase coiitact Dolores Bern&to at 
(301) 827-2127. 

, 

. . . SincereJy, 

Elk% C. Frank, R.Ph; . . 
Chkf, Project n;lanagement Staff 

.’ Division of Speckl Pathogen and 
.Itir+nologic’@ug Products, EIFD-590 

Qffictq of D;rug Evaluati~nw 
Cetiter for Drug Evdu@ion and Research .’ 

. 

.’ I 


