W SERVICEg,
o+ Y%,

§ // DEPARTMENT OF HE._.[H & HUMAN SERVICES  Public Health Service
“*m,v‘m

David L. Rosen, B.S. Pharm J. D
Foley & Lardner, LLP '
Washington Harbour

3000 K Street, N.W.

Suite 500

Washmgton, D.C. 20007-5143

Dear Mr. Rosen,

Food, Dmg, and Cosmetxc Act that r@héé on our ﬁndlngs af sa
Miacalcin Nasal Spray, unless certam condmons are met.

,requmng extensxve review and analysxs by Agency ofﬁc:1als T
accordance with FDA regulatlons on cltzzfm petitions (21 °F
your petition as soon as we have reached a dec1sxon on your request

e ~S;1nc@rely,'

R 52@ :

Re DocketNo 2005?-0360/CP1 .

(©)2).

. Food-and Drug Administration
o Roak\(iﬁe‘MD'ZOB&'Z t

1acalcm Nasal Spray as
;2) of the Federal

effectweness for

aises complex issues

im response is provided in
‘We will respond to

LET AL



