March 20 2006 -

Via Facsrmrle 301 827 9434 and US Marl

Jesse Geldman MD, MPH : ,
" Director, Center for Brologrcs Evaiuatron
~and Research

Food and Drug Admrnrstratron (HFM 1)
%%Hmeumga-» ,
Rockville, Maryland 20857

Re szen Petrtron 2005-0182/CP1

Dear Dr. Goidman

‘ fo ‘whrch I thank

Thls is response to y' ': \ ;
,ed on May 11,

you, regarding the fact that the cz
2005, has still not been decrded

| ietter dated March

,am submtssron is the
e of such priorities

is not reasonably dectdedi rded rs a dema! of the both the
‘constitutional and statutory ng to petrtron the government

Your letter says you planrto Vgrve a fmai response rnj,the near future "The
term “near future” is an imprecise term that does ut any limit as to time in
place. “Near future” could mean na few days or some longer
undefined time. | do not see near , 'ture” go_ g ou nonths, especially
smce it has now been mor - Petition at issue
ore than a year
-of due process.

er complicated nor

Thrs is especratly true srnce
vdoes it mvolve a iarge record.

Because the term

provides that “The '
~may be furmshed 21 CF_

aoosp orcga LET S

e" is one you used and the regulation
_may specrfy when a final response
““m) we request that the agency give a




March 16,2006 SIMPSON WOOLLEY McCONACHIE LLP

Pagez o

i 'k“deﬂmng “near ‘
unr ' q ould take more than
’30 days to do so Of course !f a ﬁnal decxslon‘:s forthcoming in the next 30 days

-----

CC: Antnbody Systems e
Division of Document ‘Management
(HFA-305) S




