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Hanh Trinh ciia Thuoe Chiing Ngira

Trudc khi chich mot loai thu6e chting méi cho moi nguoi, thi thir nghiém day da trong phong lab c6 thé mét vai
nam. Sau khi bat dau thir nghiém & nguwai thi c6 thé mat thém vai nam nira trede khi hoan tat cac cudc nghién ctu y

t€ va cép phép cho thudc ching.

Thuoc chung moi dwgc bao ché, chap thuén va san xuét ra sao.

Co Quan The Duge Pham ( Food and Drug Administration, hay FDA) dua ra cac quy dinh cho ba giai doan cia thir nghi¢m y té
dé bo dam an toan cho nhimg thién nguyén vién, Nhimg ngudi nghién ciru s trwde tién thir thue chiing vi ngwdi lom.
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20-100 Thién Nguyén Vién
Khée Manh

Thudc chling nay c6 an toan
khong?

Thudc chling nay c¢é hitu hiéu
khong?

C6 phén (rng phu nghiém
trong nao khéng?

C0 liéu ra sao lién quan dén
phan ng phu?
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Vai Tram Thién Nguyén Vién

Phan (rng phu ngén han théng
thuong nhat la gi?

Hé mién dich cuia thién
nguyén vién phan (ng ra sao
v@i thudc ching?
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Hang Tram Ngan Thién
Nguyén Vién
So sanh gitra nhirng ngudi chich
thudc chiing va nhirng nguoi
khong chich thudc chiing nhu
thé nao?
Thuéc chiing c6 an toan khong?
Thuéc chiing c6 hitu hiéu khong?
Céc phan tng phu théng thuong
nhat la gi?

FDA sé cip phép cho thudc chiing chi khi thudc nay an toan, hiru hiéu va c6 nhiéu loi ich hon nguy co.
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Hing san xuit phai thir tit ca cac
16 dé bao dam thudc chiing an
toan, tinh khiét va hi¢u nghi¢m.
Cic 16 thudc chiing chi VG
dwoc dua ra thi thuong? "’ﬁ
FDA duyét xét mirc an N
phim chit ciia chiing.

FDA thwong xuyén kiém tra
cic co s6 san xuat dé bao dam
pham chat va an toan.
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Thudc ching dwge thém vao Mirc an toan ctia thude ching tiép
Thoi Biéu Ching Ngwra Khuyén  tuc dwgc theo doi nhu thé nao
Cao cua Hoa Ky nhu thé nao

FDA + CDC

Co Quan Thue Dwgc Phim +
1. ACIP Trung Tam Kiém Ngira Bénh (CDC)
Uy Ban C6 Vin vé Thwe Hanh Chiing Ngira
(Advisory Committee on Immunization Practices, hay ACIP) FDA va CDC sir dung hé théng kiém tra va can bang (bén dudi)

) dé theo d6i sat mic an toan ctia thudc chling sau khi cong ching
Cac Chuyén Gia Y Te + Strc Khoe Cong Cong ~ bat dau st dung.
Céc chuyén gia y té va strc khde cong cong thanh 1ap ACIP. He Thﬁng Bao Cao VAERS
Ho sé duyét xét can than cac di¥ liéu va thir nghiém y té, va .
lién tuc theo dGi mirc an toan va hitu hiéu cla thuéc ching.
Ho sé ctru xét nhitng diéu sau day khi dua ra khuyén céo:
e Thudc chling an toan va c6 hiéu qua ra sao déi véi cac

H¢ Théng Bdo Cdo Tdc Dung Ngogi Y ciia Thuéc Chiing
(Vaccine Adverse Event Reporting System, hay VAERS)

Bat ct ai c6 thé ndp bao cao, bao gdm phu huynh, bénh nhan va
chuyén gia cham séc strc khoe.

nhom tudi?
e Thudc chling ngan ngira bénh nghiém trong TheO D(~)i Ml'l’c An TOi‘ln Cﬁa Thllﬁc Chlillg
nhu thé nao? Céc khoa hoc gia st dung hai hé thdng to chirc cham séc stic
. L, LA . R , khde nay dé chl dong theo d6i mirc an toan ctia thudc chiing.
* C6 bao nhiéu tré em s bi bénh néu khong c6 Nhifng t6 chirc nay c6 thé phan tich théng tin cham séc strc khoe

thude chung? tir hon 200 triéu nguoi.

VSD = 24 triéu

Két Néi Dir Ligu An Todn ciia Thuéc Chiing
(Vaccine Safety Datalink, hay VSD)
PRISM =190 trié¢u

Theo D6i An Toan Chiing Ngira Nhanh Sau
Khi Cap Phép (Post-Licensure Rapid

2.CDC

Trung Tam Kiém Ngira Bénh (CDC)
Cac khuyén céo sé do giam déc CDC duyét xét va chap thuan.

Immunization Safety Monitoring, hay

PRISM)

ve Toe R ) . D An CISA
3. Th()'l Blell Chung Ngu’a Duw An Dinh Gid An Todn Chiing Ngira Y Té

Hop tac gitta CDC va bay trung tm nghién clru y té.

Chinh thirc dwoc dwa vao Thoi Biéu Chiing Ngira Tré Em Hoa « Céc chuyén gia an toan thuéc chiing hd tro béc i

Ky. cham sdc stic khde Hoa Ky khi ho c6 thdc mac phic
tap vé an toan thu6c chling va bénh nhan cta ho.
e CISA thuc hién cac cudc stru tdm nghién ctru dé hiéu ro
. , hon vé an toan cta thudc chlng va dua ra cac sach lugc
Hoa Ky hién dang co nguon thuoc chung an ngan ngira tac dung ngoai y sau khi chling ngtra.
toan nhat trong lich sw. Nhitng logi thuoc Céc Khuyén Céo 6 thé Thay Dbi
chiing nay bdo vé tré em, gia dinh va céng Céac lfhuyén céxo v§ thuc?c ching 9(_5 trlé’ 'Ehay ddi néu 'Eheo dc:)i
an toan cho thay cac thong tin mai vé cac nguy co clia thube
d‘(;ng khéi cdac bénh nghiém trong. chdng (nhu phan tng phu méi nghiém trong).
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