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1.GIO'l THIEU

1 Cong nghéy té co thé dwoc coi nhw bat ky cong nghé dwoc sw
dung dé ctru séng ca nhan bj mét tac déng nao dé. Trong nhiéu
hinh thire, cong nghé y té da chan doan, theo déi va diéu tri hau
nhw moi benh hoac tinh trang anh huo’ng chung ta, Cong nghéy
té c6 thé l1a nhivng th(r quen thudc hang ngay: thudc cao dan,
tiém hay gang tay cao su. Ngoai ra, no cling co thé 1a cap klnh
xe lan va may trg’ thinh. Hay & cdng nghé cao quy mo, cong
nghé y té bao gém tong sb may quét co thé, céac thiét b| cay
ghép nhw van tim va may tao nhip tim, va thay thé cho cac khaop
dau gdi va hong. Trong thuc té, cé hon 500.000 cong nghe y te
hién ¢co6 va déu cé chung mdt muc dich: cai thién doi sébng va mé
réng cac dan toc.

- Quan li va danh gia cong nghé y té 14 nhirng chirc nang bd sung
cho nhau dé dam bao sw gidi thiéu thich hop va chire nang cua
thiét bj y té.

- Nhirng nguoi twe linh vire danh gia va quan i thiét bj y té tirng c6
it sw twong tac 1an nhau trong qua kht

Quan li va danh gla thlet bi y té déu la nhirng y
é

6 quan trong
trong sw thanh cong cla chinh sach céng nghé

ét
y t& quéc gia

[1] World Health Organization , Health technology assessment of medical devives, Switzerland, 2011
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Banh gia cong nghé y té cho nhiing
quyét dinh dwa trén bang chung .

Banh gia cong nghé y té trong hé thong
y té

Hop tac quoc té trong danh gia cong
nghéy té

Thtr thach cho s dung danh gia cong
nghé y té & cac nwéc dang phat trien

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



2.1 DPANH GIA CNYT CHO QUYET DPINH DA TREN BANG CHUNG

Sw chat ché vé ki thuat cla cac bang chirng ma dwa trén né dé dwa ra
quyét dinh nhan dwgc sw quan tam ngay cang tang

/Ngu’b’i cung cép (Ngu’b’i st dung div
dir liéu (nha thong ké, liéu
danh gia, nghién ctru) ( nhirng nha hoach

dinh chinh sach).

\_ / \_ /

[1] World Health Organization , Health technology assessment of medical devives, Switzerland, 2011
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2.2 DANH GIA CNYT TRONG HE THONG Y TE

% Ra quyet dinh va quan tri
DCNYT hb tro ra quyet dinh minh bach , va do dé tham gia tw tat ca cac bén
lién quan bao gom ca dan sy xa hoi

+» Thé ché hoa danh gia cong nghé y té
Hé théng hoa céac té chirc PGCNYT, dwa trén ngan sach nha nwéc hodc tu
chu nhuw cac phong nghién clru cia bénh vién, hay cac trwdng dai hoc y té ki
thuat.

< Danh gia cdng nghé y té va sy dbi mdi cach tan
Sw déi mai cach tan déng vai trd quan trong trong tién trinh y té va déng gop
vao strc khde cdng doéng. Bu lai cung cap sw khuyén khich d6i méi, hinh thanh
2 chu ki phan héi. Va nén nhé 1a con ngwdi mudn strc khde, ma cdng nghé y
té chi don gian 1a phwong tién dé cé dwoc nd

< Danh gia céng nghé y té€ 1a mét phan cla quan iy
té tot

Sw quan Ii tdt nhw 1& mot diém co thé gidp tap trung vao hiéu suét trong sw
cham soc strc khée, va den lwot , cung cap nhirng hoach dinh chinh sach va
chwong trinh quan li véi mot co s& dé nang cao hiéu suat

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



Mang luoi
qudc té cla
co quan danh
gia CNYT
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WHO- trung
tam cong tac
va mang lwoi
toan cau
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[1] World Health Organization , Health technology assessment of medical devives, Switzerland, 2011
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1. Tiét kiém chi phi dé& thanh lap va duy tri mét co’ s& danh gia cong

nghéy té

2. Cac gidi phap rng dung cho danh gia cong nghé y té thwdng duoc

xay dwng phu hop v&i cac nwéc phat trién

3. Nguén di¥ lidu dé thwe hién nhirng nghién ctru phu hop véi tirng

qudc gia nhuw:
- méi trwdrng dich té hoc
- moi trwdng vat ly;
- nguon tai chinh;
- bao tri céng nghé
- Co s& ha tang dan dung va y té;
- ngudn nhan lwc co tay nghé cao;
-Méi trwdng phap ly;
- C4c tiéu chuan chuyén mén vy té;
loi nhuan cua cham soc sirc khoe
-thi trvo'ng

[1] World Health Organization , Health technology assessment of medical devives, Switzerland, 2011
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< "Xay dwng cho phu hop chién lwoc va ké hoach qubc gia dé thanh
lap cuia hé thdng cho viéc danh gia, 1ap ké hoach,mua sam va quan
ly cdng nghé y té dac biét 1a thiét bi y té, phdi hop v&i nhan vién
tham gia giam dinh sirc khoé-cdng nghé va ky thuat y sinh “[1]

7/
%*

Gidi thiéu quan Ii cdng nghé y té & My thong qua Cuc quan |i thuc
phdm va dwoc phdm Hoa Ki (FDA) -co’ quan lién bang duy nhét
dwoc Qudc hdi giao nhiém vu diéu chinh cac thiét bi y té dé dam
bao an toan va hiéu qua.Goém céac van dé:

- Quy dinh ddi méi vé thiét bi y té

- BAn quy tac chinh dé tiép thi thiét bi y t& & thi treérng My

- Van dé dao dirc trong nhirng nghién ctru kha thi

-Y dire trong trwdng hop cap clru.

- Van dé dao dirc trong st dung diéu tri [2]

[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



3.1 QUY DINH POI MO VE THIET Bl Y TE

v 1938: thiét biy té Ian dau tién tré thanh quy dinh tgét budc ctia FDA, moi
quan tdm I&n cua FDA la dam bao rang thiét bi y té hop phap trén thi
trwdng, dwoc trung thuwe cé nhan, khéng ghi nhan sai.

v 1976: luat stra dbi thiét bi y té - b0 luat dau tién bat budc phai danh gia
cac thiét bj y té trwdce khi tung ra thij trwdng. DPao luat nay yéu cau sw
chap thuan ctia FDA trudce khi thiét bi méi dwoc dwa ra thi trwong va ap
dat cac yéu ciu cho kiém tra 1am sang thiét bj y té ma&i trén con nguoi.

v Trung tdm cho cac thiét bj va phong xa trong y té (CDRH)
chiu trach nhiém dam bao cac an toan va hiéu qua cla cac thiét bi y
té va loai bo tiépxuc khéng can thiét ciia con nguwdi véi blre xa tir y té
nhan tao, lao ddng, va cac san phém tieu dung. CDRH c6 sau van
phong riéng biét: van phong hé thong va quan ly, van phong chinh
sach, van phong khoa hoc va céng nghé, van phong y té va céng
nghiép, van phong giam sat va sinh trac hoc, va van phong danh gia thiét
bi (ODE).

[2] John D. Enderle, Joseph D. Bronzino , Introduction to Biomedical Engineering,Connecticut, 2011
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3.2 BON QUY TAC TIEP THI THIET Bl Y TE O THI TRWVONG MY

Sw chap Sw mién Nghi Théng
thuan kiém tra dinh bao
trudc khi || thiét bi ohat 510(k)
vao thi (IDE) trién
trerdng san
( PMA) pham

(PDP)

[2] John D. Enderle, Joseph D. Bronzino , Introduction to Biomedical Engineering,Connecticut, 2011
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3.3 VAN DE DPAO BU’C TRONG NH(’NG NGHIEN CUPU KHA THI

v Trong mdt nghién ctru tinh kha thi, hodc "nghién ctru han ché",
nghién ctru ctia con nguoi lién quan dén viéc st dung ctia mot
thiét bi ma&i sé dién ra tai mot td chire duy nhat va khdng c6 hon
mudi dbi twong. Cac nha tai tro ciia mét nghién clru han ché yéu
cau ndp cho FDA mét "Thdng béo cac gidi han nghién clru, "trong
do bao gdm mdt md ta cla thiét bi, mét ban tom tat muc dich cla
cudc nghién ctru, cac giao thirc, mot gidy chirng nhan, va sw xac
nhancla Gy ban y té c6 thAm quyén. Trong nhirng treéng hop
nhat dinh, FDA c6 thé yéu cau thém théng tin hodc yéu cau trinh
lén mot rng dung IDE day du hoac dinh chi viéc nghién ciru.

v Mac du khoa hoc 1a mét diéu kién can thiét cla nghién clru dam
bdo dao dirc, nhwng né chwa du. Yéu cau nay dwoc dap ing
bang cach dam bao rang khéng c6 ngudi cé tham quyén phai chiu
bat c can thiép 1am sang ndo ma khéng c6 sw dong y tw nguyén.
Hon nira, sw tén trong cho ngu®i cd nghia rang cac bac si sé
khéng dé bat clr ngwdi ndo chju nhivrng rii ro khéng can thiét va y
gidm thiéu cac rui ro cho bénh nhan trong cac tha tuc can thiét.

I EVAET

[2] John D. Enderle, Joseph D. Bronzino , Introduction to Biomedical Engineering,Connecticut,
2011
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3.4 Y DPUC TRONG TRUWONG HOP CAP CU’U

T chirc strc khde da cho phép sl dung cac thiét bi dé xuat trong trwdng
hop khan cap dé cwru lay sinh mang bénh nhan trong trwdng hop khan
cap.

Muc dich clia viéc st dungrkhén’cép mot t,hié't bi chwa dwoc chap thuan
la dé cO gang clru ngudi sap chét ,cubéc sdng cua bénh nljén trong
nhirng hoan canh ma khéng c6 cach nao khac dé thay thé.

Tuy nhién t6 chirc y té luén yéu cau cac bac si str dung cac thiét bi chwa
dwoc kiém duyét nay phai cé ly do chinh dang minh chirng cho viéc tdn
tai cGa cac loi ich. Diéu nay co nghia la can cé modt co thé cua tién 1am
sang va dong vat da kiém tra cho phép mét dw doan 1a cé cac loi ich co
thé ap dung cho moét bénh nhan nhw 1a con nguoi.

Ciing d&c biét quan trong & day la ban chat cta sw dong y ctia bénh
nhan ca nhan phai ddi mat v&i cai chét. N6 that sw tré thanh sw boc 16t
trong th&r nghiém khi do 1a trwérng hop ap dung chwa can thiét va chwa
phai 1a cach duy nhat.

[2] John D. Enderle, Joseph D. Bronzino , Introduction to Biomedical Engineering,Connecticut, 2011
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3.5 VAN DE DPAO BPU’C TRONG SU’ DUNG DIEU TRI

FDA phé chuan s dung diéu tri ciia cac thiét bi y t& khéng dwoc chap

thuan, va nhirng van dé dao dirc sé dwoc dat ra?

Thr nhat

Viéc str dung do 1a tién
dé dwa trén sy that bai
trong viéc can thiép xac
nhan dé cai thién tinh
trang cua bénh nhan, n6
la mét hinh thire thuc
hanh chr khéng phai la
nghién ctru.

Th hai

Vi cac thiét bj lién quan
dén viéc st dung
phuwéng thire diéu tri 1a
khéng dwoc chap thuan,
nhw vay sé ciu thanh
thoi quen khéng can xac
nhan.

Tém lai

Gibéng nhw trwdng hop
khan c4p, can phai tuan
theo yéu ciu ctia FDA
rang can phai tién hanh
cac nghién ctru, thir
nghiém lam sang trwéc
trén dong vat va cung
cép ly do chinh dang dé
tin rang loi ich cta
phwong thirc do voi
bénh nhan sé cho két
qua.

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



4.S0 SANH DANH GIA VA QUAN Li CNYT

QUAN LI DANH GIA CNYT
CNYT

Quan diém Cosdyté  Xahoi

Binh hwéng  Phuc vu Strc khée dan sb
cobng dong
Phuwong Dy an quan  Hé théng xem xét binh pham,
phap li, vong d&i siéu phan tich
cong nghé
Tiéu chuan Phan :u’ch Hiéu qua lIam san, chi phi t6i wu,
nhu cau, lva sy thich dang.
chon thay
thé, dac
diem ki thuat
Két qua Nghi quyét  Chinh sach/nghi quyét/thyc tién

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

I EVAET






