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CDER THONG TIN MOT NHAT VE TINH TRANG THIEU THUGC

Tinh trang thiéu thudc cd thé xay ra vi nhiéu ly do, bao gém céc van dé vé san
xudt va chat lugng hay su chdm tré trong sdn xudt va ngling sdn xuat san
pham. Cac nha san xuét cung cip cho FDA thdng tin lién quan dén tinh trang thiéu
thuSc tiém &n va qua dé cd quan nay hgp tac chdt ché véi doanh nghiép dé ngan
chan hodc lam giam tac dong cua tinh trang thiéu thudc.

MGi day, trong cudc tro chuyén vé chu dé Dich vu Y té Cong cong Hoa Ky (CDR),
Emily Thakur - Trudng nhédm nhan su phu trach vé mang thi€u hut thudc (DSS) noi
vé@ nhifng théch thiic trong cung ('ng thudc, qua dé chia sé hudng dan méi clia FDA
va dua ra cac giai phap dé€ giam thiéu tinh trang thiéu thudc.

Nguyén nhan chinh cia tinh trang thiéu thudc la gi?

Emily Thaku cho rdng c6 nhiéu yéu t6 gop phan vao tinh trang thi€u thudc trong do
van dé vé chat lugng san xuét [d nguyén nhan chinh dan dén tinh trang nay. Ngoai
ra con cd mot so ly do khac, chdng han nhu su’ chdm tré trong khau san xuét. Vi du,
cac cong ty da g&p phai tinh trang chdm tré trong viéc nhan nguyén liéu thd va thiét
bi tUr cdc nha cung cap. Viéc ngirng san xuat thudc la mot yéu té gdp phan vao tinh
trang thi€u hut thudc.

FDA khdng thé yéu cdu mdt cdng ty ti€p tuc san xuét loai thuéc ma ho muén
ngling san xuét. Pdi khi cac cdng ty ngirng san xuét cac loai thudc cii dé€ ung hd
nhirng loai thu6c mdi han, cd Igi hon. Vi du: xem xét cac loai thudc tiém vo trung cil
han, chdng han nhu cdc san phdm Dinh dudng toan dién cho ngudi I16n. C6 rat it
cong ty san xuat ching va mot s6 day chuyén san xuat bi han ché. Ngoai ra, cac nha
cung cép ciing bi han ché& vé s6 lugng linh kién ma ho co thé san xuét do han ché vé
nang luc tai cac cd sd cla ho.

SO lugng nha san xuat it va nang Iuc san xuat han ché, két hgp vdi thdi gian san

xuat kéo dai va su phic tap cta quy trinh san xudt khién cac loai thudc nay dé bi
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thi€u hut. Khi mot hang gap su’ c¢6 hodc ngung san xuat thudc, cac hang con lai khd
tdng san lugng nhanh va dé dan dén tinh trang khan hiém hang.

CDER giup cac nha san xuat khac phuc hodc tranh tinh trang cung va
thiéu thudc bang cach nao?

FDA nd luc rat nhidu trong pham vi c6 thdm quy@n cta minh vé mét phap ly dé
giai quyét va ngan chan tinh trang thi€u thubc va cac van dé vé ngudn cung 'ng.
CDER str dung nhigu cdng cu dé gidm sat chudi cung (g, cu thé Ia CDER khdng san
xuét thudc va khdng thé yéu cau mdt cong ty dudc phdm san xudt thudc, san xuét
thém thuSc hodc thay d6i viéc phan phdi thudc nhung cé thé gilip khuyén khich cac
cong ty thuc hién. Vi du, dudi anh hudng cta dai dich COVID-19, DSS da yéu cau
cdc nha san xuat danh gia toan bo chudi cung (ing ctia ho, bao gdm ca hoat chat
clia ch& pham va dang bao ché cia thanh pham.

Trong mdt cdu chuyén gan déy, t6 chirc nay da tién hanh theo ddi chit ché
ngudn cung cap hdn dich udng Ibuprofen va Acetaminophen - nhiing loai thudc d3
co su gia tdng vé& nhu cdu k& tir mua thu ndm 2022 do cac bénh vé dudng hd hap
gia téng. Chlng t6i dang hgp tac chdt ché véi cac nha sdn xuat cung véi su' nd luc
clia chinh doanh nghiép nhdm tang thém ngudn cung dé dap ('ng nhu ciu ngay
cang gia tdng. Thang 01 ndm 2023, CDR da ban hanh hudng dan nhdm ting cudng
cung ¢ng hon dich udng Ibuprofen trong cdc bénh vién va hé thdng y t& ndi chung.

Cac nha san xuat thuoc co yéu cau lién quan dén viéc hgp tac véi CDER
dé& giam hodic tranh tinh trang thiéu thudc hay khong?

Cac nha san xuat thubc co trach nhiém cung cap cho FDA mét s6 thong tin nhat dinh
lién quan dén kha nang gian doan ngudn cung va hgp tac chat ché vdi cac nha san
xuét d& ngan chdn hodc giam thiéu tac ddng cda tinh trang thiéu hut cd thé xay ra.

Pao ludt HO trg, clru trg va an ninh kinh t& do vi-rGt corona hay Pao luét
CARES va cac cd quan chirc ndng tim cach tdng cudng mirc dd hién thi d6i vdi chudi
cung Ung thuSc va cac san pham y té; qua dé cé thé nang cao nang luc cia FDA

trong viéc xac dinh, ngdn chin va gidm thiéu tinh trang thiéu thudc c6 thé xay ra.


https://www.fda.gov/drugs/drug-safety-and-availability/fda-issues-guidance-help-increase-supply-ibuprofen-oral-suspension-products-hospitals-and-health
https://www.congress.gov/116/bills/hr748/BILLS-116hr748enr.pdf
https://www.congress.gov/116/bills/hr748/BILLS-116hr748enr.pdf
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Cac cd quan co thé gép phan gilp FDA tdng cudng kha ndng trong viéc xac dinh,
ngdn chdn va gidm thiu tinh trang thiéu thudc bang cach thdng bdo cho FDA vé
viéc nglmg vinh vién va gidn doan san xuat cdc hoat chat chira trong Dugc phdm
(API); xay dung k& hoach quan ly rdi ro mét s6 loai thuéc cho cac cog sd san
xuét; bdo cdo vé s6 lugng thudc, sinh phdm san xuat da ké khai.

Gan day c6 nhiéu van dé dan dén vé tinh trang thiéu thudc va nguén
cung cap thuoc. Nguyén nhan vi sao?

Tinh trang thi€u thuGc khéng phai la hiém. Tuy nhién, tir nhitng méi de doa nhu
COVID-19, vi rit hd hdp va cim déu ndm ngoai kha nang cé thé du doan. COVID-19
da &nh hudng dén cac van dé vé lao ddng, dang lo ngai nhat 1a thdi ki dinh diém
cUa dai dich.

Cac van dé vé nguon cung cap thudng gap nhiéu hon vao mua dong. Mac du
phan I6n tinh trang thi€u hut la do cac van dé san xuat gay ra, bén canh do ciing do
mot so tinh trang thi€u hut do nhu cau gia tang.

Cac nha san xuat dudc yéu cau phai thong bao cho FDA vé viéc ngling san xuat
vinh vién hay mét s6 san pham bj gian doan trong san xu&t, nhung khdng nhat thiét
phai thong bao khi doanh nghiép nhan thdy nhu cau dang gia tang. Hién tugng nay
ddi khi c6 thé dan dén tinh trang thi€u hut ma khong thé phong ngtra trudc dugc
mac du do la thach thic do nhu cau gia tang.

Thudc dudc bd sung vao danh sach thiéu hut thudc khi nao? Phuong
phap tién hanh?

K& tir khi ban hanh Dao luit Dai mdi va An toan cia Co quan Quan ly Thuc phdm
va Dugc phdm vao ndm 2012, cac nha san xuét thudc da dudc yéu cau théng bao
cho FDA vé nhiing thay ddi trong qua trinh san xuit mot sé loai thudc thanh pham,
tr d6 co thé gilp cd quan nay nd luc ngdn chdn va giam thiéu tinh trang thiéu
hut. Khi DSS xac nhan tinh trang thi€u thudc, CDR sé dang thong tin nay trén trang

web Tinh trang thi€u thu6c. Qua dé cap nhat danh sach tinh trang thi€u thudc hang


https://www.fda.gov/drugs/drug-shortages/coronavirus-aid-relief-and-economic-security-act-cares-act-drug-shortage-mitigation-efforts#Reporting
https://www.fda.gov/regulatory-information/selected-amendments-fdc-act/food-and-drug-administration-safety-and-innovation-act-fdasia
https://www.fda.gov/regulatory-information/selected-amendments-fdc-act/food-and-drug-administration-safety-and-innovation-act-fdasia
https://www.fda.gov/drugs/drug-safety-and-availability/drug-shortages
https://www.fda.gov/drugs/drug-safety-and-availability/drug-shortages
https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm

4

ngay Véi tinh trang thi€u thuéc mdi va da dudgc gidi quyét, cling nhu thdng tin bd
sung ma CDR nhan dugc tir cac nha cung cap vé nang luc san xuat cua ho.

Bién phap dé giai quyét van dé thiéu thudc va ngudn cung cap thudc?

CDR (thg phé vdi tinh trang thiéu thudc tiém &n bang céch thuc hién cac bién phap dé
gidi quyét cAc nguyén nhan cd ban va tdng cudng tinh san cé clia san pham, qua dé xac
dinh cach t6t nhat dé giai quyét timng tinh hudng thi€u hut dua trén nguyén nhan clia van
dé va rui ro cua suc khde cong dong cd lién quan dén tinh trang thi€u hut nay.

CDR ciing lam viéc vdi cdc cng ty khac dang san xuét thudc bj thi€u hut dé gilp
tdng cudng san xudt néu doanh nghiép sdn sang va quyét tdm thuc hién. Thong
thudng, doanh nghiép can day chuyén san xuat méi hoac nguon nguyén liéu mdi
dugc phé duyét dé gilp tédng ngudn cung. CDR tién hanh xem xét nhitng yéu t8 nay
dé gilp giai quyét tinh trang thiéu thudc can thiét vé mat y t&€ nhung khdng thé yéu
cau céc cdng ty khac tdng san lugng. CDR lam tat ca nhiing gi ¢ thé trong pham vi
quyén han ctia minh dé giam thiéu tinh trang thiu hut, nhét 1a trudc khi van dé hién
tuong nay xay ra./.

NGUON: https://www.fda.gov/drugs/news-events-human-drugs/cder-conversation-latest-drug-shortages
Ngugdi duyét Nguai dich
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