FDA

(Chiyaan do6’ Azee’ Baa
hasti’ii Bi Bee Hazdanii
Bee Bik’i’adést’{{’ji) Nainih
da; ats’is baah da hwii doo’
atgi 44ji deezla / ba’at’e’
adaat’éi Nabin bich’adh chii
doo’itii Ni béé hees kaa’ii.
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1FDA %La’go Dikos Ndtsaa’i 19 bi
deezla’ bi Nabin —Azee’ bidi dot nihii
naal kah hazaa gi t’4a’ayisii Baa hasti’
go hoo’a’ go Nabin alnéhigii tsxiit go
chii doo’it gi Bee Hazaanii Bee 1a doo
go FDA da’iniish d66 kwii hazh6’6
yinétith; Nabin bee’al néhigii, anéélt’e’
choo’ih gi, hai’ éi bila k’eh dit’aah go
Nabin fi doo 1iit d66 Nébin alnééh gi
bik’ih hwii néé’ni’go bik’i> adéést’ii’
g0’00lzin. Nabin naskaa’g6o ts’ida bi
dziilgo idéénii doo d66 doo Baa’ayo
hoolni da bé¢ hozini gii naaltsos bee yah
adoo’ nit. FDA kwé’¢ Nabin al nééh gi
bee’ aho doo nitigii alkéé’ sinil go ya
hasht’e di doo’ niit, d66 ni béé da’des
taagonaaltsos bee naaz niligii ni da di
nol i1, bi niyé na’adaago doo bee
Nahazaanii bik’eh holjj gi da dinodl it
go’ indaNabin {iléhigii bich’{’ 14 doo.

2FDA Ghagji’ naadiin naadiin yihah
dad’ ts’ida béé hozini go Naaltsos
bik’eh g66 ‘a’dool niit gi Dikos
Ndtsaa’i 19 bi deezla’ biniyé Nabin
Tsx{il go chii doo’it gi—Emergency
Use Authorization for Vaccines to
Prevent COVID-19 wolyéé. Béé hozini
go‘ DikosNdtsaa’i 19 bi deezla’bi
Nabin igii ‘alnééh gi doo naakinil{j g6
bi dziil go id éét nii doo doo bi’néél
aadigi doo alaa’adaa t’éeda doo doo
baa’ayo hool nin da go chii doo’it. inda
Taa’ gone’ na bohonitaah gi béé hozini
g0 boho néé dzaa go choz iid, béé
hoézinigo id déét niid d66 doo baa’ ayo
hool nin go chi naa néi doo’it go béé
hoézin.
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Alkéé’ honi’aago Dikos Ndtsa
bididol nihii Naalkah gi 44’ ayisii Baa hasti’ g hoo’a’ go tsxjjl
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19 Bi deezla’ Bi Nabin Azee’

go a Nabin alnehigii chii doo’il gi Bee Hazaanii Bee 13a doo.

Nabin adaal{ bit nahzaa goo “attsé
‘akwiinaanish bil hazanigi Bohonéédzaa
go Nabin adool nit biniyé naal kah. go
neéljih.

Nabin adaalne’ gi t’4a’ nabihonitaah go
bee’ aahd hasinii d66 Nabin idéénii gi
ni béé da ho zinigii naaltsos bikaa’
adaal ne” go hool zhish.

Naanish Bit hazaagi Nabin alnééh doo
Nabin alnééhgi yii’ da hoo’{nigii
Nat’aa’ binaanish nidéi nél{ k’ad
daats’i FDA bi bee hazdanii bigha di
Nabin Béé’ déé t’a id déét nii gi doo
doo baa’ayo hool nin da.

Nabin alnééh gi yii’ da hoo’inigii d6o
azee’ aah adeitini FDA’s Center for
Biologics Evaluation and Research
(CBER) Naaltsos FDA baa yid t’aah igii
t’6 baa hasti’ go hoo’a’ go tsx{{l go Nabin
chii doo’ it ho doo’ niid go 4nit tsoh ji’
na’aska’igii béé da hoo zinigii yinaji’ na
néljih go inda FDA bich’{’ kolijh a4ji bagh
sila.

Binéi; nil go da nidinibaahigii naayik’ih
ya naa dasti’ go inda CBER yéego bi
Naanish adayiilaahigii na bik’th
yadaati’igii binaji’ hazh6’6 yii’ naa da
dést’{{” aahdhasin gi, Nabin idéétii gi d6o
alyaa giish bee Nahazaanii bik’eh go’
¢’¢lyaa nizhoni go bohonéé dzaago Dikos
Ndtsaa’i bi deezla’ biNabin holo k’ad
Ashdladiin kéyah niht da si’danigii gi.

FDA 14 niigo koji’ Nabin iilehigii t'aa’ ako tsxiit go
Nébin FDA’s Center for Biologics Evaluation and
Research (CBER) chii doo’it ha’nini gii bee 13’
niigo be’el nih.

Nabin alyaa do6 Nabin alnééhgi naaltsos
doo6 naboho nestd’igi do6 Naanish bit
hazaa doo yik’eh go’ ada’iilaa higii d66’
Nabin alyaahigii aboo dzil go’ idééhnini gi
Dii’ Nabin Aniidi’ alyaa gi naal kah
Investigational New Drug (IND)
application doo gi Naaltsos bee si’da FDA
bich’’ aljih, t’ah doo bila’ashdla’ii bee ni
b6 ho ni tah da ha’niih. Bila’ashdla’ii” éi
doo bee ni bo ho nitaah FDA yee 13’atech
go’ inda.

La’ Aahd hasin bit nit’i’ ji —Data Safety
Monitoring Board yik’ih da deezi{’ ji tsin
ne hesh jii’ bee wojii go da na haaz tgh
aaji’ Taa” goné’é haza Nabin ni bo honi
tah gi naanish bit hazaa di Nabin adool nit
ho doo’niidda’ bee atgha da’dees t’aa
nee’ish t’aa bik’eh go6 ‘ada’ oh taa doo
FDA bit bé¢ hozin kwii Dikos Ndtsaa’i 19
bi deezla’ bi Nabin ba.

FDA do’ bi na hat’a’ t’aa’ bii’ sila d6o
Naanish bil Hazaa do6 Nabin alyaa doo
t’aa bi hah gooshif baa has ti’ go hoo’a’
go biniy¢ naaltsos yah Ii doo nit Nabin
tsx{ff go chii doo’it ha’nfigo koji’ FDA
bich’1” koljih.

FDA doo Vaccines and Related Biological
Products Advisory Committee (VRBPAC)
atah naa da’atech dii Nabin ni bo honees
tad’ gi Naaltsos athi nii dee’igii béé da
hoozinigii naanel jjh d6o6 baa yati’.

FDA b6hol niih nabin al yaa higii t’6
baa hasti’ go hoo’a’ gi tsx{{t go chii
doo’it ha’nii go doo baa’ayo hool nin
2606 doo y’a’atééh go’ id éét nii go bohod
néédzaa go’ alyaa bee hozin go, FDA
yee 13* a doo fet tsxit go chii doo’it gi.


http://www.fda.gov/COVID19vaccines



