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GIOI THIEU

Cong ngh¢
y té la gi?

[z, 4




1. PANH GIA CONG NGHE Y TE

0 1.1 TIEU CHUAN PANH GIA CONG NGHE Y TE

0 1.2 DANH GIA THIET B] Y TE G NHUNG NUOC DPANG PHAT
TRIEN VA HOP TAC QUOC TE TRONG VIEC PANH GIA

TRANG THIET BI Y TE




*FIHT

*FDI

0 HTAI: Health Technology Assessment international

0 FDA: Cuc quan ly Thuc pham va Dugc pham Hoa Ky (Food and
Drug Administration) 1a co quan quan ly thuc pham va dugc pham
cua Hoa Ky, thuoc BO Y t€ va Dich vu Nhan sinh Hoa Ky

[1] World Health Organization , Health technology assessment of medical devives, Switzerland, 2011




CAC BUOC PANH GIA CONG NGHE Y TE

*Phan loai
Chon tiéu chuan

«Chuan bi ho so

*Nop ho so cho FDA

*Hoan thanh dang ki




e Phan loai:
- Loai I - Rui ro thap
- Loai II - Rui1 ro vira phai
- Loai III - Ru1 ro cao
e Chon tiéu chuan:
- 510k
- PMA
- De Novo
- HDE

[2] John D. Enderle, Joseph D. Bronzino ,

Chuan bi hé so:

Thiét ké dbi véi loai I-T11

Thtr nghi€ém 1am sang

Dan nhan
e Nop ho so cho FDA:
Ho6 so hanh chinh

Ecopy
* Hoan thanh dang ki

- G1a niém yét, chuyén nhuong

Introduction to Biomedical Engineering,Connecticut, 2011



1.2. KHO KHAN G CAC NUOC PHAT
TRIEN

Chi phi thanh 1ap va duy tri, co so ha tang
Cong ngh¢

Nhan luc

MBoi truomg: dich té, vat li, phap li

Thi truong

Tiéu chuan cham soc strc khoe cua tirng nude

[1] World Health Organization , Health technology assessment of medical devives, Switzerland, 2011




DANH GIA CONG NGHE Y TE O VIET NAM
[3]

0 Tinh hinh: Nhap khau 80% TBYT, Viét Nam dang tip trung san
xuat cac mat hang truyén théng, don gian nhu thiét bi noi that bénh
vién, tu séy, noi hép dung tich nho, dung cu y té phuc vu hoc duong
voi $O luong 16n va chat luong cai tién. Bén canh do,nghién ctru,
ché tao cac thiét bi cong nghé cao nhu may thd, may gy mé, may
X-quang, may siéu am...

0 Tiéu chuan danh gia: Do bd y té chiu trach nhiém chinh, chua c6 1
to chirc va 1 h€ thong danh gia riéng, nghiém ngat. Chi c6 nghi dinh
ve cach danh gia.

[3]




2. QUAN LI CONG NGHE Y TE

2.1 Khai niém

2.2 Quy dinh doi mai thiét bi y té

2.3 Bon quy tac chinh dé tiép thi thiét bi y té ¢ thi truong My
2.4 Nghién ctru trong truong hop kha thi.

2.5 Y dirc trong truong hop cap ctu.

O] O O O O O—d

2.6 Vﬁn dé dao durc trong str dung cac thiét bi chua dugc cap phép
de dicu tr1




2.1 KHAI NIEM

& "Xay dung cho phu hop chién lugc va ké hoach qudc gia dé thanh 1ap cua hé thong cho viée
danh gid, lap k€ hoach,mua sam va quan ly cong ngh¢ y t€ dac bi¢t 1a thiét b1 y t€, phoi hop
v6o1 nhan vién tham gia giam dinh strc khoé-cong nghé va ky thuat y sinh “[1]

% Gidi thiéu quan li cong nghé y té & My thong qua Cuc quan li thue pham va dugc pham
Hoa Ki (FDA) -co quan lién bang duy nhat dugc Quoc hoi giao nhiém vu di€u
irh cac thiét b1 y t€ dé dam bao an toan va hiéu qua.Gom cac van deé:

- Quy dinh d6i méi vé thiét bi y té

- B6n quy tac chinh dé tiép thi thiét bi y té & thi truong My
- Van dé dao duc trong nhitng nghién ctru kha thi

- Y dirc trong trudong hop cap ctu.

- Van dé dao duc trong str dung diéu tri [2]

[1] World Health Organization , Health technology assessment of medical devives, Switzerland, 2011
[2] John D. Enderle, Joseph D. Bronzino , Infroduction to Biomedical Engineering,Connecticut, 2011



2.2 QUY PINH POI MOI VE THIET BI Y TE

v 1938: thiét biy té 1an dau tién trd thanh quy dinh bat budc cia FDA, moi
quan tam l6n cua FDA la dam bao rang thiét b1 y t€ hop phap trén thi
truong, dugc trung thuc ¢6 nhan, khong ghi nhan sai.

v 1976: luat sira doi thiét bi y té - b luat dau tién bat budc phai danh gia cac
thiét bi y té trude khi tung ra thi truong. Pao luat ndy yéu cau sy chap
thuan ctia FDA trudc khi thiét bi méi duge dua ra thi trudng va ap
dit cac yéu cau cho kiém tra 1am sang thiét bi y t€ mdi trén con ngudi

¢/ Gom: Trung tdm nghién ciru va danh gia sinh hoc, trung tim nghién ctru va
danh gia thudc, Trung tdm an toan thuc pham va dinh dudng Gng
dung, Trung tdm cho thi y va Trung tim cho cac thiét bi va phong xa
trong y té (CDRH)

[2] John D. Enderle, Joseph D. Bronzino , Intfroduction to Biomedical Engineering,Connecticut,
2011




2.3 BON QUY TAC TIEP THI THIET BI Y TE O THI
TRUONG MY

L 2 2 A

Su chap Su mién Nghi dinh
thuin trudc ki€m tra phat trién
khi vao thi thiét b1 san pham

truong  ( (IDE) (PDP)
PMA)




2.4 NGHIEN CUU KHA THI [2]

Doi tuong ap
dung

. Nghién cru cAac
ng dung moi
cho thiét bj hién
tai

Nghién ciru lién
quan cay ghép
tam thoi hoac
vinh vién frong
thi gian dau caa
giai doan phat
trién.

Nghién ctru lién
quan dén stra dbi
clia mét thiét bi
hién co.

Muc dich

e CAc nha san xuat
fim cdach xac dinh
hiéu suat caa mot
’rhié’r bi doi v&i mot
sO bénh nhan cuy
thé ’rrong mot N6
lwc dé cd dwoc
’rhong tin vé hiéu
qua va finh an
todn dé xdac dinh
xem liéu cdc i
nghién cwu tiép
(déng vat hoac
nguoi)

Piéu kién
nghién ctru

e La thi nghiém

khoa hoc? Liéu no
va ton ’rrong
quyén caa cdc
ddi twong con
nguwdi tham giae
Loi nhuéan co lam
cAc nha san xuat
lam trdi cac yéu
cau nghién ciu
dao dwrc trén con
nguwoie

Qui trinh

e CAc nhd san suat

nc}p cho FDA m6ét
Théng bdo cdc
gIO’I han nghién
clu, gom Mot
mo t& cla thiét bi,
mot ban tém tat
muc dich cua
cudc nghién cuwu,
cdc g|oo thire,
Mot glay chung
nhan, va su,xcc
Nnhan sw Chép
thuan cuaa ay ban
y té co tham

quyeén.

[2] John D. Enderle, Joseph D. Bronzino , Introduction to Biomedical Engineering,Connecticut, 2011



2.5Y DUC TRONG TRUONG HOP CAP CUU

0 FDA di cho phép sir dung cac thiét bi dé xuat trong truong hop
khan cap dé ctru lay sinh mang bénh nhan trong truong hop khan
cap.

[ Muc dich:su dung khan cap mot thiét bi chua dugc chap thuan 1a co

gang clru ngu’()’l sap chét ,trong nhirng hoan canh khong c6 cach nao
khac dé thay thé,

0 Véan dé dao duc: bac si phai c6 mot chirng minh tién 1am sang, trén
dong vat da ki€m tra cho phép du doan la co cac lg1 ich va co thé ap
dung cho bénh nhan nhu 1a con nguoi.

0 Su dong ¥ ciia bénh nhan( hiéu duoc rai ro xay ra)

[2] John D. Enderle, Joseph D. Bronzino , Introduction to Biomedical Engineering,Connecticut, 2011




2.6 VAN BE PAO PUC TRONG DIEU TRI [2]

0 FDA cho phép st dung cac thudc chua duge chap thuin trong cac
tinh huong khan cap de doa tinh mang ciing nhu c6 san dé diéu tri
bénh "nghiém trong" hoic khan cap.

0 FDA da khong cho phép sir dung diéu tri cta cac thiét bi y té khi
khong duoc chap thuan, nhung no s& duge st dung néu nha san xuat
co duoc van ban mot IDE.

[2] John D. Enderle, Joseph D. Bronzino , Intfroduction to Biomedical Engineering,Connecticut, 2011




3. SO SANH GIUA QUAN LY VA DANH
GIA CONG NGHE Y TE

TIEU CHI QUAN LICNYT |PANH GIA CNYT

DOI TUQONG TAC Cosoy té X4 hoi
DONG

DINH HUONG Phuc vu cong dong  Strc khoé cong dong

PHUONG PHAP Du an quan li, vong Hé thong xem xét
doi cong nghé phan tich danh gia
TIEU CHUAN Phan tich nhu cau lua Hi¢u qua l1am
chon thay thé, dac  sang,chi phi to1, uu su
diém ki thuat thich dang
KET QUA Nghi quyét Nghi quyét, chinh
sach thuc tién

[1] World Health Organization , Health technology assessment of medical devives, Switzerland, 2011




4. TAI LIEU THAM KHAO

[1] World Health Organization , Health technology assessment of
medical devives, Switzerland, 2011

[2] John D. Enderle, Joseph D. Bronzino , Introduction to Biomedical
Engineering,Connecticut, 2011

[3]




CAM ON THAY VA CAC BAN DA
CHU Y LANG NGHE!



