
Yjdb yfhtlåb

D vjvtynf Eghfdktybtnj pf öhfyb b ktrfhcndf
hfphfåjndf ghfdbkybr pf ukfdybnt vthrb, jåödf-
yfnb jn Pfrjyf chtoe åbjnthjhbpvf. C bprkñxt-
ybt yf bphbxyj gjcjxtybnt ckexfb, ntpb yjdb yf-
htlåb ot ct ghbkfufn cghzvj dcbxrb jåtrnb –
cghzvj dcbxrb öhfyb b ghjlernbnt pf öhfytyt yf
ébdjnyb, htuekbhfyb jn Eghfdktybtnj, d njdf
xbckj lbtnbxybnt pfvtcnbntkb, åtåtirbnt öhfyb,
yfgbnrbnt (drkñxbntkyj b fkrjöjkybnt) b öhf-
ybntkybnt ljåfdrb. Eghfdktybtnj lfdf ghtwtyrf
pf dcbxrb öhfyb jcdty vtcjnj, gnbwbnt b ghjler-
nbnt jn jåhfåjntyb zqwf, rjbnj ct htuekbhfn jn
Vbybcnthcndjnj yf ptvtltkbtnj yf CFO.

• Htubcnhfwbz yf öhfybntkybnt jåtrnb – 
Yfwbjyfkyb bkb xeéltcnhfyyb jåtrnb, rjbnj
ghjbpdtélfn, jåhfåjndfn, gfrtnbhfn bkb cüöhf-
yzdfn öhfyb pf rjycevfwbz d CFO, nhzådf 
lf ct htubcnhbhfn d Eghfdktybtnj pf öhfyb b
ktrfhcndf yfq-rücyj lj 12 ltrtvdhb 2003 u.
Htubcnhfwbznf ct cücnjb jn jcbuehzdfyt yf by-
ajhvfwbz, drkñxdfof bvtnj yf abhvfnf, fl-
htcf b n.y. Jn njdf bpbcrdfyt ct jcdjåjélfdfn
athvb, htcnjhfynb, pfdtltybz pf nühujdbz c
öhfyb, åkfujndjhbntkyb jhufybpfwbb, rjbnj ghb-
ujndzn bkb cthdbhfn öhfyf, rfrnj b hbåjkjdyb
rjhfåb, rjbnj yt ct pfybvfdfn c jåhfåjnrfnf yf
öhfyb. Bprkñxdfn ct cüoj nfrf xeéltcnhfyyb

bpnjxybwb, frj ntöybnt öhfyb cf ghtlyfpyfxtyb
lf ghtnühgzn gj-yfnfnüiyf jåhfåjnrf bkb gfrt-
nbhfyt jn lheuf abhvf, ghtlb lf åülfn dytctyb
d CFO bkb frj ntpb bpnjxybwb cf dptkb vfrfh
b vbybvfkyb vthrb, yfghbvth ckjébkb cf 
tnbrtnb. Eghfdktybtnj pf öhfyb b ktrfhcndf
nhzådf lf jåyfhjldf jrjyxfntkybnt yfhtlåb 
yt gj-rücyj jn 12 ltrtvdhb 2003 u., yj abhvb-
nt nhzådf lf ct htubcnhbhfn lj nfpb lfnf ljhb
frj yfhtlåbnt yt cf d jrjyxfntkybz cb dbl. 
Htubcnhfwbznf t åtpgkfnyf.

• Ecnfyjdzdfyt b gjllühéfyt yf ljrevtynf-
wbz – Abhvb, rjbnj ghjbpdtélfn, jåhfåjndfn,
gfrtnbhfn, nhfycgjhnbhfn, hfpghjcnhfyzdfn, 
gjkexfdfn, cüöhfyzdfn bkb dyfczn öhfyb, ot
nhzådf lf cüplflfn b lf gjllühéfn ljrevtynf-
wbz, rjznj cgjhtl Eghfdktybtnj pf öhfyb b kt-
rfhcndf t ytjåöjlbvf, pf lf ct jghtltkzn ytgjc-
htlcndtybnt ghtlöjélfob bpnjxybwb b ytgjc-
htlcndtybnt cktldfob gjkexfntkb yf öhfyfnf
(n.t. jnrült t ljikf b rjq ot z gjkexb). Njdf
ot lflt düpvjéyjcn yf Eghfdktybtnj lf ghjc-
ktlzdf ghtlgjkfuftvbnt jcyjdfntkyb pfgkföb 
pf cthbjpyb dhtlyb pf plhfdtnj gjcktlcndbz bkb
gjcktlcndbz, ghbxbyzdfob cvühnnf yf öjhf bkb
ébdjnyb, rfnj ecnfyjdb bpnjxybrf yf öhfyfnf.
Athvbnt b htcnjhfynbnt ct bprkñxdfn jn njdf
bpbcrdfyt. Eghfdktybtnj nhzådf lf jåyfhjldf
jrjyxfntkybnt yfhtlåb lj 12 ltrtvdhb 2003 u.

PFOBNF YF ÖHFYBNTKYBNT LJCNFDRB

Vthrb yf Eghfdktybtnj pf öhfyb b ktrfhcndf (FDA) rüv 
Vbybcnthcndjnj yf plhfdtjgfpdfytnj b öevfybnfhybnt uhbéb düd dhüprf 

c yjdjnj pfrjyjlfntkcndj chtoe åbjnthjhbpvf

Yf 12 ñyb 2002 u. ghtpbltynün Léjhlé Åei jljåhb Pfrjy pf cbuehyjcnnf yf jåotcndtyjnj plhfdt
b ujnjdyjcnnf lf ct lflt jngjh yf åbjnthjhbpvf (Pfrjy chtoe åbjnthjhbpvf), ghtldbélfo ujkzv
åhjq vthrb, ufhfynbhfob cbuehyjcnnf yf CFO gj jnyjitybt yf åbjnthjhbpvf, drkñxbntkyj b 

yjdb gükyjvjobz yf vbybcnühf, jukfdzdfo Vbybcnthcndjnj yf plhfdtjgfpdfytnj b öevfybnfhybnt uhbéb
(HHS), xbtnj cüåkñlfdfyt ot pfobnb öhfybntkybnt ljcnfdrb d cnhfyfnf jn pfgkföfnf jn ghtlyfvthtyj 
pfhfpzdfyt. Eghfdktybtnj pf öhfyb b ktrfhcndf, rfnj htuekbhfoj pdtyj yf Vbybcnthcndjnj, jnujdfhz pf
hfphfåjndfytnj b ghbkfufytnj yf vthrbnt pf cbuehyjcn yf öhfybnt, chtl rjbnj cf xtnbhb jcyjdyb yfhtlåb
b yzrjkrj nükredfob ub ljrevtynb. Yfcnjzofnf åhjiehf bvf pf wtk lf yfghfdb ghtuktl yf åtpjgfcyjcn-
nf yf öhfybnt b yf vthrbnt pf cbuehyjcn cgjhtl pfrjyf. Byajhvfwbz pf vthrbnt, gjcjxtyb d Pfrjyf cht-
oe åbjnthjhbpvf gjl ñhbclbrwbznf yf Eghfdktybtnj pf öhfyb b ktrfhcndf b gkfyjdtnt pf ghbkfufytnj ve,
vjufn lf ct yfvthzn yf flhtc http://www.fda.gov/oc/bioterrorism/bioact.html.
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• Ghtldfhbntkyj cüjåotybt pf dyfczyt yf öhf-
ybntkyb ghfnrb – Yf 12 ltrtvdhb 2003 u. bkb
dtlyfuf cktl nfpb lfnf Eghfdktybtnj pf öhfyb b
ktrfhcndf nhzådf lf åült bpdtcnzdfyj ghtldfhb-
ntkyj pf dczrf ghfnrf öhfyb, ghbcnbufof d
CFO. Bpdtcnbtnj nhzådf lf drkñxdf jgbcfybt
yf fhnbrekf, lf gjcjxdf ghjbpdjlbntkz, dyjcb-
ntkz b athvthf (frj t bpdtcnty), cnhfyfnf bp-
njxybr, cnhfyfnf, jn rjznj t dyjcün b geyrnf,
ghtp rjqnj ot åült dytctyf cnjrfnf. Eghfdkt-
ybtnj pf öhfyb b ktrfhcndf nhzådf lf bplflt
jrjyxfntkyfnf yfhtlåf gj düghjcf lj 12 ltrtv-
dhb 2003 u. Frj yfhtlåfnf ct pfåfdb, Pfrjyün
bpbcrdf düghtrb njdf dyjcbntkbnt lf edtljvz-
dfn Eghfdktybtnj yt gj-vfkrj jn 8 xfcf b yt
gjdtxt jn 5 lyb ghtlb dyjcf, ljrfnj yfhtlåfnf
yt dktpt d cbkf.

• Flvbybcnhfnbdyj pflühéfyt – Eghfdktybt-
nj t egükyjvjotyj gj flvbybcnhfnbdty gün 
lf pflühéf öhfyb ghb yfkbxbtnj yf ljcnjdthyb
lfyyb bkb byajhvfwbz, xt nt ghtlcnfdkzdfn
pfgkföf cüc cthbjpyb jnhbwfntkyb plhfdyb gjc-
ktlcndbz bkb vjét lf ghbxbyzn cvühnnf yf öj-
hf bkb ébdjnyb. Pfrjyün bpbcrdf Eghfdktybtnj
lf bplfdf hfphtibntkyb gj åühpfnf ghjwtlehf
ghb ytnhfqybnt öhfyb, yj yt gjcjxdf chjrjdt pf
njdf.

Yjdb yfgüncndbz

Pfrjyün chtoe åbjnthjhbpvf drkñxdf yzrjkrj
gjcnfyjdktybz, dühöe rjbnj d Eghfdktybtnj 
dct jot ct hfåjnb. Ntpb jåzcybntkyb ntrcnjdt
ot rjyrhtnbpbhfn ghjwtlehbnt, rjbnj nhzådf lf
cktldfn hfåjntobnt d gjktdbnt ckeéåb yf Eg-
hfdktybtnj, bpgükyzdfqrb gjcjxtybnt gjcnfyjd-
ktybz. Yzrjb jn bpbcrdfobnt erfpfybz gjcnfyjd-
ktybz, dühöe rjbnj d vjvtynf hfåjnb Eghfdkt-
ybtnj pf öhfyb b ktrfhcndf, cf:

Pfåhfyf. Eghfdktybtnj ct egükyjvjofdf lf kb-
ifdf jn ghfdj yf dyjc b lf pfåhfyzdf dyjcf yf
öhfyb jn cnhfyf yf kbwf, rjbnj cf åbkb jcüélf-
yb pf bpvfvf düd dhüprf c dyjc yf öhfyb bkb cf
åbkb pfvtctyb d yzrfrüd dbl dyjc yf afkibab-
wbhfyb öhfyb, ghtlcnfdkzdfob pfgkföf cüc cthb-
jpyb, dhtlyb pf plhfdtnj gjcktlcndbz bkb jgfc-
yjcn lf ghbxbyzn cvühnnf yf öjhf bkb ébdjnyb.
Öhfyb, dytctyb jn kbwf gjl düpåhfyf bkb c gj-
vjonf yf nfrbdf kbwf, ot åülfn pflühéfyb yf
geyrnf, ghtp rjqnj dkbpfn d CFO. Nfrf pflüh-
éfyfnf öhfyf vjét lf åült ljcnfdtyf yf kbwf,
rjbnj yt cf gjl düpåhfyf, b rjbnj ljrféfn (yf
cdjb hfpyjcrb), xt öhfyfnf jnujdfhz yf cnfylfh-
nbnt yf Eghfdktybtnj pf öhfyb b ktrfhcndf.

Vfhrbhfyt. Vbybcnühün vjét lf gjbcrf vfhrb-
hfyt (gjcnfdzyt yf tnbrtn) yf öhfyb, yf rjbnj 
t jnrfpfy dyjc d CFO. Vfhrbhfytnj ot cnfdf 
pf cvtnrf yf cjåcndtybrf bkb rjycbuyfnjhf.

Ghbcnfyboyf nühujdbz. Öhfyf, yf rjznj t jn-
rfpfy ljcnüg lj CFO, vjét lf ct jrfxtcndb rf-
nj afkibabwbhfyf b ghb gjdnjhty jgbn pf dyjc,
jcdty frj dyjcbntkzn bkb ghtlkfufobzn z pf
dyjc yt ljrfét, xt nz dtxt jnujdfhz yf cnfylfh-
nbnt yf Eghfdktybtnj pf öhfyb b ktrfhcndf.

Dyjc chtoe bpyjc. Eghfdktybtnj pf öhfyb b 
ktrfhcndf jåzdb, xt hfpgjkfuf c erfpfybz pf hfp-
htitybnt pf dyjc öhfybntkyb ljåfdrb, jwdtnbnt-
kb bkb lbtnbxyb pfvtcnbntkb, xbqnj dyjc gj
ghbywbg yt t hfphtity d CFO, jcdty frj yt ct
dytcfn rfnj cücnfdrb jn ghjlerwbz c ghtlcnjzo
bpyjc jn CFO düp jcyjdf yf ltrkfhfwbz yf dyj-
cbntkz b gfhbxyf ufhfywbz. Vbybcnühün jåfxt
vjét lf jnrfét hfphtitybt, frj cüotcndedfn
ljcnjdthyb ljrfpfntkcndf, xt gjlfltyfnf ltrkf-
hfwbz cülühéf ytdthyb lfyyb.

Düpvjéyjcnb pf geåkbxyb 
rjvtynfhb

Rjvtynfhb gj yjdbnt yfhtlåb. D vjvtynf Eg-
hfdktybtnj ghbtvf rjvtynfhb gj htubcnhfwbznf 
yf öhfybntkybnt jåtrnb (htubcnhfwbjyty yjvth
020-0276), ecnfyjdzdfytnj b gjllühéfytnj yf 
ljrevtynfwbz (yjvth 02 N-0277), ghtldfhbntkyj-
nj bpdtcnzdfyt pf ghfnrb c öhfyb pf dyjc (yjvth
02 N-0278) b flvbybcnhfnbdyjnj pflühéfyt (yj-
vth 02 N-0275), vfrfh xt hfåjnfnf gj yfhtlåbnt
yt t ghbrkñxbkf. Eghfdktybtnj düpyfvthzdf lf
geåkbredf ghtlkjétybnt jn ytuj yfhtlåb jnyjc-
yj ntpb vthrb d hfvrbnt yf blybnt itcn vtctwf
b ot ghjlükéb lf nühcb jnpder yfq-vfkrj 60
lyb, cktl rfnj yfhtlåbnt åülfn jåyfhjldfyb.

Rjvtynfhb gj erfpfybznf. Eghfdktybtnj pf
öhfyb b ktrfhcndf ot ghbtvf rjvtynfhb gj erf-
pfybznf gj dczrj dhtvt cktl nzöyjnj geåkbredf-
yt. D vjvtynf Eghfdktybtnj ghbtvf rjvtynfhb
gj ljrevtynf „Yfhüxybr c htuekfnjhyb ghjwtle-
hb“, ukfdf 9, gjlukfdf „Dyjc pf bpyjc“ (htubcnhf-
wbjyty yjvth 02D-0402).

Gbcvtyb rjvtynfhb gj yjdbnt yfhtlåb b yjdbnt
erfpfybz vjufn lf ct ghfofn d Rkjyf pf htubc-
nhfwbjyyj eghfdktybt yf Eghfdktybtnj pf öhfyb
b ktrfhcndf: Dockets Management Branch (HFA-
305), Food and Drug Administration, 5630 Fishers
Lane, Room 1061, Rockwille, MD 20852. Rjvtynfhb
vjufn lf ct bpghfofn b gj tktrnhjyty gün yf 
flhtc: www.fda.gov/dockets/ecomments. Dféyj t 
d rjvtynfhbnt lf åülfn gjcjxtyb cüjndtnybnt
htubcnhfwbjyyb yjvthf.

Wtynüh pf åtpjgfcyjcn yf öhfybnt b ghfrnbxtcrjnj öhfytyt
Eghfdktybt pf öhfyb b ktrfhcndf yf CFO
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