From: Homm, Carolyn - OC on befafof OC GCP Questions.
Sent: Tuesdy, 12, 2005 11:04 AM

To [pur

‘Sjct RE: Druginfo Commen Foxm FDAICDER Site

Dese M [purge)

Asyouknow, Fom PO i £ Par . 214.81
commitrerts For . tem . bulet 78). o
pon 10,
PART 312-INVESTIGATIONAL NEW DRUG APPLICATION
‘Supart A--Genera Provisions
Sec. 31210 Wavers.
(@) A sponsox may reques FDA 10 wakve ppiicable rerement undes
ihis it A wakverrecuest iy be subritd it n n IND of i
nan emesgeney,
by eephone o oher reid commurication meens A waver requestis
ecpre 0 contan at It one o thefolloning:
i Jeved,
(2)A description of an alternave submisson o courseo ation
thet saises the pupose of the requiremet:
@) Other nformation usifying aviver.
() DA may grant aviaiver f i 1 the sponcors
iancewould ot posoasignificant and unvcasorabierisk o
Pumen styects of theinvestigaton and he oneof th olloving s
met
(1) The sponsorscomplancewith th recuirement s unecessay for
theency o evauatethe appicaton, o compliznce canotbe
achiove
(2)The sponsors poposed alemative saisies he requiremert; o
5 The appicants submisson ahenise usifes awaiver.
52 FR 8831 Mar. 19,1067, as amendec 52 FR 25031, e 17, 1967, 67
FR 9585, Mar. 4,2002)
P/ (CFR 55,107, neverheles, il
spon "
 hopettis isheptul
Sincerdly,
Caroyn Hommd
.
Good Clinica Pracios rogram
fceof Science and Heslh Cocrdination
Officecf theCor
Food and Drug Adminitaton (HF-34)
FishersL oc2a
Rockville, MD 20857
Phone: 30v827-3340
Fac 0U827-1169
1086 oR posiion of PO

——Orignal e
From: CDER DRUGINFQ

‘Suject: FW: Druginfo Comment Form FDAICDER Site

P T T—
From: [purged]

Sent: Tuesday, 05, 2005 400 A

To:druginio@cuer dagor

‘Sect Druginfo Comment Form FOAICDER Site

Neme: [purged)
EMal [purger]

Thank you.
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