Xay dung co ché linh hoat dé tiép can day da véi cac B
dung cu xét nghiém SARS-CoV-2 chat lwong trong dai
dich toan cau.

Thur trinh bay y kién dwoc chuan bi béi
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Toém tit

Ké tir khi duoc phét hién vao cudi nam 2019, chang coronavirus méi duoc goi 1a Hoi ching hd hap
cap tinh nang do coronavirus 2 (SARS-CoV-2) di cudp di hon 350.000 sinh mang trén toan thé gigi
va gdy tinh trang cang thang chua ting thiy di véi cac hé théng cham soc stc khoe, kinh té va sinh
ké ca nhan. Diéu nay da din dén nhu ciu gia ting nhanh chong d6i véi cac san pham va giai phap y te
dé chan doan, diéu trji va quan ly bénh do virus nay, con duoc goi 1a COVID-19. Dap ring nhu cau Cap
thiét nay, nganh cham séc stic khoe da day manh san xuét va nghién ctu, phét trién cac san pham y té
thiét yéu, vai cac nha khoa hoc va ki thuat vién 1am viéc sudt ngay dém dé phat trién cac san pham
va giai phap mai.

Trong diéu kién khong c6 vac-xin, viéc xét nghiém an toan va dang tin cdy dong mot vai trd quan
trong trong viéc theo ddi chinh xac cac trudng hop, tién hanh truy tim du vét tiép xuc trong cong
ddng, cach ly cac ca nhan bi nhim bénh va sy chuan bj cua cac qudc gia dbi véi cac lan séng lay
nhiém méi khi chinh phu bat dau ngi long céc bién phap han ché.

C6 nhiéu loai xét nghiém c6 san trén thi trudng va phuc vu cac muc dich khac nhau. Xét nghiém phan
tr hd tro chan doan va xac nhan tinh trang nhidm tai thoi diém hién tai. Cac xét nghiém huyét thanh
hoc c6 thé dong mot vai trd quan trong trong viéc tim hiéu dich t& hoc virus trong cong dong néi chung
va xac dinh cac nhoém cé nguy co lay nhiém cao hon.

Vi yéu cau tdi cao 1a ciru nhan loai, cac chinh pha dang 1am viéc dudi &p luc vo cling 16n dé dua cac
cdng nghé xét nghiém rét can thiét nay dén véi cac qudc gia. Trong khi dé, toc d6 va sé luong cac
phat minh doi hoi su cdng hién caa cac ngudn luc phap ché 16n lao ma khdng mot quéc gia ndo cé thé
hodc nén ty giai quyét mot minh. Trong boi canh nay, day la thoi diém thich hep dé cac chinh pha
Kiém tra xem cac co ché quan ly khan cap caa he c6 thuc sy nhanh nhay, dwec can nhic theo
mire d rai ro va phu hop véi muc dich hay khong, va xem xét nhirng gi c6 thé hoc dworc tir kinh
nghiém phap ché ciaa cac quéc gia khac.

Hiép hoi Cong nghé Y hoc Chau A Thai Binh Duong (APACMed)? 1 hiép hoi thuong mai khu vyc
duy nhat dai dién cho nganh cong nghé y té & Chau A Thai Binh Duong. Trong thu ndy, cac chuyén
gia phéap ché thugc Nhom hoat dong vé TTBYT chan doan in-vitro (IVD) thudc Uy ban chie ning veé
Phap ché cuia Hiép hoi di ghi lai cac quan st vé cac co ché quan Iy khan cp duoc thdng qua & Chau
A Thai Binh Duong, Chau Au, Hoa Ky va T6 chuc Y té Thé gigi (WHO).

Chung t6i da quan sat duoc ba nhém co ché quan ly khan cap chinh dé tiép can day du véi cac bo dung
cu Xét nghiém SARS-CoV-2:

« Kich hoat hoic tao ra cac 16 trinh mién trir/phé duyét khan cap (d6i khi dugc dit tén 1a phé duyét
tam thoi hoiic phé duyét cé diéu kién), cho phép tiép can nhanh. Céc bang ching 1am sang so bd
han ché va cac diéu kién dugc yu cau nop sau cip phép cling véi cac bang chiing vé an toan va hiéu
nang dang dién ra hoic bé sung.

« Thiét 1ap mét 19 trinh cap tdc riéng biét, song song véi hoic sau cac 16 trinh khan cap da dé cap o
trén, nham wu tién cac ngudn luc phap ché dé xem xét va phé duyét bo xét nghiém, va duy tri “quy
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dinh cip nhanh” nay trong thoi gian dai hon dé phuc vu cho cac phat minh mai lién tuc dap tng voi
su hiéu biét khdng ngirng phat trién vé virus SARS-CoV-2.

« Tan dung cac mo hinh quy ché thira nhan va/hoic phé duyét tir cac co' quan quan ly tham chiéu
& nuéc Ngoai (nhu cac qudc gia thanh vién IMDRF hogc quy trinh Danh séch sir dung khan cép cua
WHO) dé giam thiéu céc nd luc bj trang lap.

Khi di sdu vao cac nhém co ché quan ly khan cap khéac nhau trong khu vuc caa ching ta, ching toi da
quan sét thay mot s6 15 hong va cac pham vi can cai thién trong cac linh vuc vé wu tién ngudn luc
phap ché danh cho cac san pham lién quan dén COVID-19 trong mot khoang thoi gian hop 1y, tan
dung kién thirc tir cac qudc gia khac, va hai hoa hda cac yéu cau dé co thé thuc hién quy ché thira nhan
va thdng nhat tét hon dé cuing nhau chéng lai dai dich.

L4y cam hing tir mot bai x3 luan duoc xuat ban gan déy trén to The BMJ®, APACMed da dé xuit cac
Khuyén nghi chinh nhu duoc néu duéi day:

e Xay dung quy ché linh hoat trong dai dich. Cac qubc gia nén duy tri sy nhanh nhay va uu
tién cac nguon luc phap ché bang cach tao va/hoac duy tri quy trinh phé duyét “cap nhanh”
cho cac san pham COVID-19 cho dén khi dai dich toan cau két thic, véi cac yéu cau ky thuat
rd rang theo quy trinh va duoc can nhic theo muc d6 rui ro, dé cho phép cai tién lién tuc dva
trén sy phét trién khoa hoc vé virus.

e Tan dung quy ché thira nhan va théng nhat. Cac quédc gia nén &p dung cac mé hinh quy ché
thira nhan va/hoac tan dung cac co quan tham chiéu dé giam bét sy cham tré va giam thiéu sy
tring lap cong viéc; 4c nén tang hai hoa da bén (nhw WHO, IMDRF, AMDC, AHWP va APEC-
RHSC) can duoc tiép tuc tan dung trong dai dich dé chia sé kién thurc, thuc day hop tac dua
trén sy tin nhiém va dam bao céc quyét dinh déng bo va kip thoi vé cac san pham lién quan
dén COVID-19 giira cac co quan quan Iy.

e Pam bio quyén tiép can vao céc loai bd xét nghiém khac nhau. Cac qudc gia can dam bao
tiép can day du doi véi ca xét nghiém phan tir va huyét thanh hoc dé dam bao chién lugc xét
nghiém thanh cng trong nudc, do cac xét nghiém khac nhau phuc vu cdc muc dich khac nhau
va bd sung cho nhau.

e Xay dwng mang lwéi cung wng toan ciu manh mé. Cac qudc gia nén thuc hién cac co ché
quan Iy khan cap khdng phan biét cho phép tiép can day du va kip thoi cac san pham COVID-
19 chét luong cao tir cac qudc gia trén thé gioi, dé cai thién kha niang phuc hdi cia mang ludi
cung ung.

e Thira nhan két qua danh gia hiéu ning cia nwéc khac. Bé giam bot sy cham tré va ganh
nang cho céc phong xét nghiém chinh quy, cac qudc gia nén tuan theo cac quy trinh qudc té
tt nhat trong viéc thira nhan két qua danh gia hiéu ning ctia nudc khac, thay vi gap déi cong
suc khi danh gia tai dia phuong.

e Cho phép cac miu bénh pham 1am sang du tinh. Can cho phép mét ty 1& hop ly cac mau du
tinh, vi khdng thé chéac chan 1a s& ludn c6 sian s6 luong can thiét cac mau bénh pham, dac biét
la khi s6 ca bénh & cac qubc gia dang dao dong.

e Tuan theo cach tiép can theo giai doan dwoc dé xuat. Trong qué trinh van hanh qua cac giai
doan khéc nhau cua dai dich, céc qudc gia nén tuan theo cach tiép can theo giai doan duoc dé
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Xuit cua chung t6i nhu dugc mo ta trong Phan 1V cua thu nay va lva chon su két hop phi hop
nhat vé cac co ché quan ly va cac cong cu.

Ghi chu:
1. Dit liéu duoc truy xuét vao cudi thang 5 tir Bang tong hop vé bénh coronavirus (COVID-19) cia

WHO

2. Hiép hoi Cong nghé Y hoc Chau A Thai Binh Duong (APACMed) dai dién cho c4c nha cung cap
va san xuat trang thiét bi y té, trang thiét bi y té chan doan in-vitro, hiép hoi nganh va céc bén quan
trong khac lién quan dén nganh cong nghé y té & Chau A Thai Binh Duong.

3. Mak, T. K., Lim, J. C., Thanaphollert, P., Mahlangu, G. N., Cooke, E., & Lumpkin, M. M. (2020).
Quy ché quan ly linh hoat toan cau trong covid-19 va cac truong hop khan cap khéc vé sicc khoe. Bmj,
m1575. doi: 10.1136 / bmj.m1575 (https://www.bmj.com/content/bm;j/369/bmj.m1575.full.pdf).
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CAc tir viét tit

AHWP T6 chirc hai hoa cac quy dinh chau A

AMDC Hoi dong tu van vé y té cac nudc ASEAN

APEC RHSC Uy ban chi dao hai hoa héa quy dinh - hop téc kinh té chau A Thai Binh Duong
CDC Trung tam phong chéng dich bénh

COVID-19 Bénh coravirus 19

EUA Gidy phép sir dung khan cap

EUL Danh sach sir dung khan cap

FIND Quy cho chan doan méi sang tao

GHTF T4 chtic hai hoa cac quy dinh toan cau (dugc thay thé bai IMDRF niam 2011)

IMDRF Dién dan cac nha quan ly TTBYT quéc té
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IVD chan doén in-Vitro

LDT Xét nghiém chan doan in-vitro phong thi nghiém

MDSAP Chuong trinh d4nh gia mot lan d6i vai trang thiét bi y té
NIID Vién truyén nhiém quéc gia (Nhat Ban)

NTL Phong xét nghiém québc gia (Malaysia)

PCR Phan trng chudi polymerase

PMS Giam sat sau ban hang

QMS Hé théng quan ly chat luong

RUO Chi str dung cho nghién ctru

SARS-CoV-2 Hai chung hd hap cap tinh ning coronavirus 2
TTT Kiém tra, theo ddi nhitng ngudi bi nhidm va truy tim dia chi lién lac caa ho

WHO Tb chiic Y té Thé giéi
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I, Giéi thigu

Ké tir cudi nam 2019, thé giéi dang trai qua mot giai doan kho khin gay ra boi virus corona chang
moi — SARS-CoV-2, dai dich da ghi nhan hon 6 triéu ca nhiém dugc xac nhan va hon 350,000 ca ti
vong tinh téi cudi thang 5/2020. Buoc WHO tuyén b 1a dai dich toan cau vao ngay 11 thang 3 nim
2020, COVID-19 da gay cing thiang chua ting thay d6i véi cac hé thdng y té, nén kinh té va sinh ké
ciia mdi ca nhan trén toan cau.

La mét t6 chue, Hiép hoi Cong nghé Y hoc Chau A Théi Binh Duong (APACMed) nhan thirc dwoc vai trd quan
trong cta nganh cong nghé y té (MedTech) d6i vai viéc dua ra nhitng hd tro quan trong dé ddi pho véi COVID-
19, tir chan doan dén diéu tri trén toan thé gisi. Cung vai cac thanh vién caa minh, APACMed hop tac véi cac
chinh phua va céc hiép hoi déng cip nham dam bao cung cap céc san pham y té thiét yéu ¢ khu vuc Chau A Thai
Binh Duong va hon thé nira.

APACMed khen ngoi cac nd lyc ciia nhiéu chinh phu trong khu vire Chau A Thai Binh Duong vi cam
két ngdn chan va lam cham su l1ay lan cua COVID-19 théng qua nhiéu cach tiép can, bao gom ca viéc
str dung chién lugc xét nghiém dién rong. Trong cudc chay dua mang cong nghé xét nghiém va cac
thiét b can thiét vao qudc gia ciia minh, céc co quan y té dang nd lyc ngay dém dé thiét 1ap quy trinh
dua ra quyét dinh da dwoc can nhic dén mice dd rii ro nham dap ung nhu cau ti quan trong nay.

Vi nganh céng nghé y té dang ting cuong viéc nghién ciu phat trién va tao ra nhitng san pham ciing
nhu giai phap xét nghiém, tdc d6 va sb lugng cac phat minh doi hoi su cdng hién cua cac nguon luc
phap Iy to 16n d6i véi mot qubc gia dé quan ly mot minh. Trude tinh hinh nay, day chinh 1 thoi diém
thich hop dé chinh phu cac nuéc kiém tra xem cac co ché phap ly truong hop khan cp cua ho c6 thuc
su nhanh nhay va phi hop véi muc dich hay khong, ciing nhu xem xét cach thiét 1ap va tan dung md
hinh thira nhan va hoc hoi kinh nghiém phap Iy ¢ cac quéc gia khéc.

Cac chuyén gia phap ché tir Nhém hoat dong vé TTBYT chan doan in-vitro thugc Tiéu ban phap ché
cua APACMed ghi lai trong bai viét ndy cac nd luc cia cac co quan y té trong khu vuc Chau A Thai
Binh Duong ciing nhu My, Lién minh Chau Au va WHO dé dua ra mot phuong thuc tiép can day du
véi véi cac bo xét nghiém COVID-19.

Bai viét nay nhim muc dich chia sé kién thirc va thuc tién, ciing nhw 1am sing té co s6 Iy luan
va cé&c yéu to chinh dé xay dung mét khung phap ché nhanh chéng va phi hop trong trwong
hop khan cap dé phuc vu cac sang ché dwoc tao ra lién tuc va quan treng nhit la nhu cau caa
chién lwgc xét nghiém quéc gia trong nhiéu giai doan cia dai dich.

Kién thuc vé cham soc stc khoe cong ddng va hiéu biét vé virus nay dang & giai doan khdng ngirng
cap nhat, va cac bac si 1am sang va cac nha khoa hoc trén khip thé gioi dang 1am viéc khong mét moi
dé tham dinh, diéu chinh va tai tham dinh nhiing san pham y té va phac do diéu tri COVID-19. Céc
co quan y té trén todn cau ciing dang cap nhat ché do chinh sach ciia minh dé dép ung lugng bing
chung khoa hoc va 1dam sang nhan dugc ngay cang tang.

Bai viét nay duya trén thong tin cap nhat va cong khai sin co, ciing nhu cac quan sat dugc thyc hién
bai cac chuyén gia phap ché trong nganh thiét bi y té. APACMed nhan ra rang bdi canh toan cau dang
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thay d6i nhanh chéng va hoan nghénh cac nha hoach dinh chinh sach, nha quan ly, cac dong nghiép,
nha nghién ciru va cac chuyén gia khac chia sé nhan xét va phan hdi caa ho véi chling téi nham muc
dich hoan thién bai viét nay.

Il.  Tam quan trong cia viéc tiép can diy da cac bd xét nghiém SARS-CoV-2 chit lwong
Trong cugc hep béo ciia WHO, gidm déc — tién si Tedros Adhanom Ghebreyesus phdt biéu:
“Chiing téi cé mot thong digp don gian t6i mei quéac gia: xét nghigm, xét nghiém, xét nghiém”

Mic du chan doan van 1a nén tang trong cong tac chim séc stic khoe, bay gid hon bao gior hét, né c6
vai tro rat quan trong trong viéc kiém soat va ngan chan dich bénh. Trong trudng hop khdng co vic-
xin, xét nghiém an toan va tin cay dong mot vai tro quan trong trong viéc theo déi chinh x&c céc ca
bénh, kip thoi theo dau sy tiép xuc, cach ly dung cach cac ca nhan bi nhidm bénh va chuan bi cho cac
lan séng 1ay nhidm tiém tang khi chinh phu bat dau dd bo cac bién phéap han ché.

bé d6i pho véi COVID-19, xét nghiém dwec dung véi nhitng mue dich quan trong sau:

e Dautién, dé chan doan va phat hién ca bénh: xac dinh sém nhimng ngudi bi nhidém va céach ly
ho kém theo cham sé6c thich hop; Kip thoi tién hanh truy dau tiép xdc vai cac ca bénh dugc Xac
nhan dé ngan chan sy truyén nhiém.

e Thir hai, cho muc dich giam séat: dé theo ddi cac nhom cu dén c¢6 nguy co mac hoic truyén
bénh cao hon ( nhu : nhan vién y té, tinh nguyén vién, nhan vién cung cap dich vu thiét yéu,
khach du lich, etc.)

e Thu ba, d6i véi cac nghién ciru dich té& hoc va 1am sang: Bé tim hiéu thém vé virus maéi, ty
I8 14y nhiém trong cong dong, cac nhom c6 nguy co nhiém tring cao hon, ciing nhu hd tro
x&c nhan hiéu qua cua cac san pham y té méi (chira bénh, vac-xin, v.v. .).

NG6i chung, c6 hai loai xét nghiém: xét nghiém phan tir va xét nghiém huyét thanh. Cac xét nghiém
phan tir duoc sir dung chu yéu dé chan doan va / hoac xac nhan céac ca nhidm cho muc dich diéu tri
hodc giam sat 1am sang. Tuy nhién, c6 nhitng han ché dic trung dbi Vi cac xét nghiém phan tir khi
ung pho vaéi dich bénh kéo dai, vi cac xét nghiém nay chi phat hién su hién dién cua virus chir khéng
thé cung cap két qua chan doan cho ngudi bi nhidm bénh trudc d6 va khoi nhidm tring. Theo CDC
Hoa Ky, mic du khdng nén st dung cac xét nghiém huyét thanh vao lac nay dé xac dinh xem mot ca
nhan c6 mién dich hay khong, nhung nhitng xét nghiém nay van c6 thé giap xac dinh ty 1é dan sb da
bi nhiém SARS-CoV-2 trudc d6 va cung cap thong tin vé cac nhom dan cu c6 thé di c6 mién dich va
c6 kha nang duoc bao vé bai mién dich.

Nhu dugc nhan manh trong Chinh sach déi phé COVID-19 cia OECD (T6 chiic hop tac va phat trién
kinh té), viéc dua ra cac dic diém caa coronavirus — gom ca nhiéu truong hop khdng cd triéu ching
(va tién tridu ching) két hop véi dac diém hé sé lan truyén cao caa no - thi s& ¢6 hiéu qua trong viéc
ngan chan sy lay lan cia virus. Chién lugc xét nghiém, theo di ngudi nhién va truy dau nhitng nguoi
tiép xUc vai ho nén duogc tién hanh rong rai (TTT), va can truy dau mét ty I 16n cac ca nhidm (tir 70
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dén 90%) dé ngan chin mot dot bung phat méi. Bao cdo ciing dé cap rang viéc thuc hién thanh cong
chién lugc xét nghiém huyét thanh & quy mé 16n c6 thé bé trg cho chién luoc TTT.

T6m lai, cac xét nghiém phan tir va huyét thanh hoc dang tin cay dong mét vai trd quan trong ddi voi
bat ky qudc gia nao dé dua ra mot chién luoc xét nghiém thanh cong trong cac giai doan khéac nhau
cua dai dich. Trong khi nganh céng nghiép dang ting toc toi da viéc nghién ciru phat trién va san xuat
bo xét nghiém, chinh phu cac nuéc van dang can nhiing bo xét nghiém chat luong trong sé cac san
pham y té thiét yéu khac cho dan chiing. Do d6, diéu quan treng 1a tao ra mot khung diéu phap ché
nhanh nhay va phu hep cho cac truong hep khan cap va dwec hiéu chinh rii ro dwa trén hai
yéu té : méi nguy hiém véi siec khée cong dong do COVID-19 gay ra va cac lei ich tiém tang ma
maot xét nghiém tin cay cé thé mang lai dé kiém soat dai dich.

I11. Co ché quan Iy trwdng hop khan cap cho cac b xét nghiém SARS-Cov-2
Trong bai post “Pai dich thoi hién dai ddu tién” trén blog ciia minh, Bill Gates noi :

Diy giéng nhw mgt cugc chién tranh thé gigi, chi khac 1, 1an nay chiing ta ciing mét chién
tuyén”

Can c6 sy hop tac cua nhiéu bén lién quan trong nganh thiét bi y té va gitra cac qudc gia dé mo
duong cho nhitng sang tao, phat minh trén toan thé gi¢i nhiam giam thiéu thiét hai cho cudc sbng va
nén kinh té. Khi néi dén viéc sang tao, khdng chi 1a sang tao trong diéu tri, vic-xin, ma con la sang
tao cac chinh sach va quy dinh cho phép céc sang tao d6 dén duoc vai bénh nhan,

Khéi lwong va toc do cac phat minh cé thé gay cang thang dang ké 1én nguon luc phép ché sin c6 cua
céc qudc gia. Theo béo céo trong Nén tang dang ky thir nghiém 1am sang quéc té (ICTRP) caa WHO
(ICTRP), tinh dén ngay 25 thang 5 ndm 2020, c6 tong s6 2.845 thir nghiém lam sang lién quan dén
c4c san pham y t& COVID-19. Lién quan dén cac bo xét nghiém, c6 hon 670 b xét nghiém SARS-
CoV-2 ¢6 san trén thi truong hoic dang duoc phat trién theo co so dir liéu FIND.

Trong tinh trang khan cip chua tirng ¢ ndy, ca chinh pha va cong dong déu c6 mic do chap nhan rui
ro khac nhau so véi thoi diém binh thuong, diéu nay khién cho co quan quan ly cua cac qudc gia dang
bat dau can nhac danh gia lgi ich so voi nguy co ma dai dich nay gay ra.

APACMed khen ngoi cic co quan y té trong khu vuc khdng chi vi viéc thiét lap cac co ché phép ly
khan cp dé dua ra cach tiép can kip thoi véi nhitng san pham y té thiét yéu, ma con vi su diéu chinh
cac co ché nay nham dép tng muac do va toc do cua cac phat minh ciing nhu cac tién bo khoa hoc lién
quan dén COVID-19. Piéu nay da cho phép viéc cap uy quyén san pham c6 thé duoc hoan thanh trong
vai tuan hoic tham chi vai ngay thdng qua 16 trinh cap phép khan cip, day 1a mét thanh tuu quan trong
trong dai dich toan cau.

Trong phan ndy, ching tdi s& thao luan vé ba khia canh ciia cac co ché phap ly khan cap déi voi Bo

xét nghiém SARS-CoV-2 dua trén cac quan sat caa ching toi tir cac thi truong chinh & Chau A Thai
Binh Duong, so v6i Chau Au, Hoa Ky va WHO, bao gém: i) cac loai khan cap chinh con duong; ii)
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tdng quan vé cac bo thir nghiém da duoc phé duyét va iii) cac can nhic vé quy dinh chinh trong phé
duyét khan cap

i. Céc nhém quy ché khan cap chinh

Chung t6i dd ghi lai nhiéu 16 trinh phép Iy cho trudng hop khan cp ¢ cac nuéc Chau A Thai Binh
Duong, chau Au, My va WHO va phan loai thanh 3 nhom sau:

« Kich hoat hoic tao cac quy dinh mién trir / phé duyét khan céap (d6i khi dwoc dit tén & phé
duyét tam thoi hodc phé duyét ¢6 diéu kién), cho phép tiép can nhanh véi cac bang ching 1am
sang so bo han ché va cac diéu kién kém theo dé yéu cau nop ho so, sau khi phé duyét, cac bang
ching vé an toan va hiéu ning bo sung.

« Thiét lap mét 19 trinh cip téc riéng biét, song song véi hoic sau cac 16 trinh khan cip da dé cap
& trén, nham wu tién cac ngudn luc phap ché dé xem xét va phé duyét b xét nghiém, va duy tri
“quy dinh cap nhanh” nay trong thoi gian dai hon dé phuc vu cho cac phat minh méi lién tuc dap
g véi sy hiéu biét khéng nging phét trién vé virus SARS-CoV-2.

« Tan dung cac md hinh quy ché thira nhan va / hoic phé duyét tir cac co quan quan ly tham chiéu
& nudc ngoai (nhu cac qudc gia thanh vién IMDRF hozc quy trinh Danh séch sir dung khan cap
cia WHO) dé giam thiéu sy tring lap cong viéc.

Nhu néu rd trong Bang 1 bén dudi, ching tdi nhan thay rang phan 16n cac nudc cho phép cac 16
trinh cip phép khan cap (¢ Cot A) kéo dai trong mot khoang thoi gian hop 1y (théng thuong la
vai thang) hoac dén khi két thic dich. Néi tiép (hodc song song vai) cac 16 trinh khan cap nay,
nhiéu nuée ciing da dua ra mot 16 trinh cp phép wu tién hodc cap phép nhanh riéng (6 Cot B) dé
dap tng cac nhu cau phat sinh tir dich bénh kéo dai nay. Bién phap nay mang tinh cét yéu vi van
con nhiéu diéu chua rd vé virus ndy; ca cac béac sy va cac nha khoa hoc déu dang cap nhat phac
dd diéu tri va cac san pham dé dap tmg duoc vai su phat trién cua khoa hoc vé virus nay. Ching
t61 d& nghi cac quéc gia tiép tuc linh hoat va wu tién cac nguon luc sir dung cho viéc cip
phép ciia minh bang cach xay dwng hodc duy tri quy trinh ding ky nhanh cho céc san
pham COVID-19 véi quy trinh rd rang va cac yéu ciu ky thuit dwoc can nhic k¥ cang trén
co sé mirc d riii ro cho dén khi dich bénh toan cau két thic, dé cho phép cai tién lién tuc
dwa trén sw phat trién caa khoa hoc vé virus méi nay.

Trich dan mot bai xa luan duoc xuat ban gan day trén to BMJ: “Cac nudc khong c6 quy trinh cap
phép khan cap c6 thé dua vao Danh sach sir dung khan cap (EUL) cia WHO hoic két qua cua
cac co quan dang tin cdy khac dé suy xét cac quyét dinh cap phép caa minh va giam su cham tré
cling nhu trung 1p cdng viéc, trong truong hop ho sir dung cling mot phién ban caa san pham da
dugc danh gia boi co quan tham chiéu hoic WHO.”

Nhu minh hoa tai Cét C, mot vai qubc gia trong khu vue nay di tan dung cac mé hinh quy ché
thira nhan hoic str dung cc co quan tham chiéu nuéc ngoai. Tuy nhién, vi tbc do chua tirng c6
cuia cac sang kién lién quan dén COVID-19 dang 1am can kiét cac ngudn luc vé cip phép trén
toan thé gioi, chung tdi tin rang can phai 1am nhiéu hon nita trong linh vyc nay. Chang t6i dé
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nghi cac quéc gia khéc tiép tuc 4p dung cdc md hinh cép phép tinh nhiém hoic tan dung
cac co quan tham chiéu dé giam sw cham tré va giam thiéu sw trung lap: cung lic dé, cac

nén tang hai hoa da bén (nhw WHO, IMDRF, AMDC, AHWP, va APEC-RHSC) cin dwoc

tiép tuc tan dung trong dich COVID-19 dé chia sé kién thire, thic diy hop tac dwa trén sw
tin nhiém, va dam bao dwa ra cic quyét dinh ddng bd va kip thoi cho cac san phim
COVID-19 giira cic co quan tham chiéu.

Bdang 1: Cac 1§ trinh ding ky khdn cdp cho cac B xét nghigm SARS-CoV-2 tgi Chau A Thai
Binh Dwong, Chiu Au, My va WHO

Australia

Trung Quéc

Nhat Ban

Han Quéc

An Do

Singapore

Vietnam
Philippines

Thai Lan

Indonesia

(A)
Mién trir hoic Phé duyét khan cap
(con goi la Phé duyét Tam théi hoic
Co dieu kién)

Mién trir khén cap cho nhap khéu
(&p dung cho cac phong thi nghiém duoc
cdng nhan; maé trong 9-10 thang)

Phé duyat khan cap

(6 ngudng cao tir thang 2 khi huéng dan
danh gia duoc cong bd; dit liéu 1am sang
dAu du s& duoc cung cip dé dang ky gia han
trong vong 1 nam)

Phé duyét co diéu kién

(c4c dit liéu nghién ciru con thiéu s& duoc
cung cép trudc thoi han duoc néu 1o ¢é
duoc cip phép chinh thirc)

Cép phép sir dung khan cép lan 1

(phé duyét tam thoi, cho phép nop hd so
trong vong 1 thang, cho dén hét thang 2)

Cép phép sir dung khan cp lan 2 cho xét
nghiém PCR nhanh

(m¢ trong khoang 1-5/6)

Cép phép tam thoi khén cip

(phai thuc hién céc diéu kién néu trén gidy
phép; danh gia lai toan b sau dich ¢ nudc
sG tai)

Cap phép tam thoi

(Béo cao vé mot s6 dit lisu cu thé s& dwoc
dinh ky nop 1én HSA sau khi cip phép dé
tiép tuc dam bo hiéu nang)

Ul tién cAp phép

Chung nhan dac biét

Mién trir dzc biét cho nhap khéu tai cac
bénh vién cong

Mién trir khan cap cho nhap khau
(m¢ trong 3 thang cho dén cuoi thang 6; thu
ban hanh boi BNPB)
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(B)
Mot I§ trinh U'a tién hodc
Céap phép nhanh song song
véi hodc ndi tiép theo 19
trinh Khin cip dwoc néu &
cot (A)
Danh gia nhanh
(nop toan bo hd so, cac bang
chang tiép theo s€ duogc cung cap
trong vong 12 thang ké tir khi phé
duyét)

Panh gia vu tién
(danh gia toan bg)

Danh gia nhanh
(ndp toan bg ho so) (ma trong
vong 2 thang cho dén hét thang 6)

Ulu tién dénh gid

Mot hudng dan méi dac biét cho
viéc thu nghiém céc bo xét
nghiém SARS-CoV-2 theo hinh
thirc thong thuong

Song song véi thu cua BNPB, cac
san phim COVID-19 (d3 duoc
cép phép va ban tu do tai nudc
cung cép) duoc diang ky theo hinh
thirc déing ky nhanh véi dy dii hd

(©)
Tan dung mo hinh
quy ché thira nhan
hoic ay quyén tir cac
co quan tham chiéu
nuwdc Ngoai
MDSAP QMS

Cép phép nhanh cua US
FDA va chiing nhqafm CE
1VD cho nhap khau

My, Chéau Au, Nhat Ban,
Australia, Canada (trudc
day goi la cac nuée thanh
vién GHTF), Han Quéc,
Singapore, WHO EUL,
va cac nuéc khac

Chau Au

Thai gian*

1-2 tuén ddi v6i Phé
duyét nhanh

13 ngay lam viéc sau
khi vao quy trinh khin
cap (theo Thong bao
vé Phé duyét khan cép
db6i voi TTBYT cong
b nam 2009)

1-2 tuan doi voi Phé
duyét c6 didu kien

2-8 tuan cho dot cap
phép sir dung khan cap
lan 1

7 ngay

1-3 tuan

2-4 tuan
1-2 tuan

4-8 tuan

2-3 tuan cho cap phép
nhap khau


https://www.legislation.gov.au/Details/F2020N00032
https://www.tga.gov.au/legal-supply-covid-19-test-kits
http://english.nmpa.gov.cn/2020-04/03/c_468570.htm
https://www.cmde.org.cn/CL0097/2180.html
https://www.cmde.org.cn/CL0097/2180.html
https://www.cmde.org.cn/CL0097/2180.html
https://www.dropbox.com/s/wa9m8esmb9c9m9e/%EB%B6%99%EC%9E%842_%EC%BD%94%EB%A1%9C%EB%82%9819%20%EC%B2%B4%EC%99%B8%EC%A7%84%EB%8B%A8%EC%9D%98%EB%A3%8C%EA%B8%B0%EA%B8%B0%20%ED%97%88%EA%B0%80%20%EC%8B%AC%EC%82%AC%20%EA%B0%80%EC%9D%B4%EB%93%9C%EB%9D%BC%EC%9D%B8%28%EB%AF%BC%EC%9B%90%EC%9D%B8%20%EC%95%88%EB%82%B4%EC%84%9C%29%20%282%29.pdf?dl=0
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NTc3MA==
https://www.hsa.gov.sg/announcements/regulatory-updates/hsa-expedites-approval-of-covid-19-diagnostic-tests-in-singapore-via-provisional-authorisation
https://www.dropbox.com/s/uw9p5qlr734wkfd/SARS%20-COV-2%20%20legal%20framework_VN.pdf?dl=0
https://fnyberg.sharepoint.com/sites/APACMedIVDWG/Shared%20Documents/COVID-19/Special%20Certification

Malaysia

My

EU
WHO

so (khong ap dung vai xét nghiém
huyét thanh hoc va xét nghiém
nhanh)
Cho phép dic biét khan cip My, Chau Au, Canada, 4-6 tuan
Nhat Ban, Australia,
WHO EUL
Cip phép sir dung khén cip 15 ngay lam viéc
(M& dén khi két thac tinh trang khan cép)

, Tu cong b phu hop
Danh sach st dung khan cip (EUL) 2-3tuan

*Dir liéu “Thoi gian” & cot cudi cuing trong Bang 1 dua trén céc tai liéu cip phép hoic quan sét
cua cac thanh vién cua chang toi trong truong hop khong ¢ théng tin chinh thace. Do do, di liéu
nay khdng phai 1a can ct trén tat ca cac hd so ciing nhu khong thé du doan dugc thoi gian cap
phép cho céc phé duyét trong tuong lai.

ii. Téng quan vé cac b xét nghiém SARS-CoV-2 da dwgc cap phép

Tong quan vé cac bo xét nghiém SARS-CoV-2 da duoc cap phép tai Chau A Thai Binh Duong,
Chéau Au, My va WHO dugc thé hién ¢ Bang 2, dua trén cac thong tin dugc céng khai trén
website cta cac co quan quan Iy va bang d6i chiéu cia WHO (duong link & cot dau tién s& dan
tGi danh muc cac b xét nghiém da dwoc cap phép tai tirng nwéc cu thé).

Nhiéu thi truong chii chdt trong khu vge Chau A Thai Binh Duong va xa hon nita da cip phép
cho nhiéu b xét nghiém da dang vé cong nghé sir dung ciing nhur quéc gia san xuat, thira nhan
rang cac loai bo xét nghiém khac nhau giit nhitng vai trd khac nhau trong viéc dam bao mot
chién Iuoc xét nghiém thanh cong dé phan tng lai véi dich bénh.

Tuy nhién, chiing t6i ciing thay rang mét s6 qudc gia van chua cap phép cho cac xét nghiém
huyét thanh hoc, nhitng xét nghiém nay b sung cho cac xét nghiém phan ti trong viéc cung cap
thdng tin vé mic d6 nghiém trong cua bénh, nhitng nhém c6 nguy co nhiém bénh cao hon, hoic
nhitng ving dan cu c6 thé da duoc mién dich va duoc bao vé. Do phan I6n cac nudc dang bat
dau ma cira than trong tirng budc, ching tdi khuyén nghi rang cac qudc gia nén dam bao kha
niing tiép can véi ca cac xét nghiém phan tir 1n xét nghiém huyét thanh hoc mét cach théa
dang dé dam bao mét chién lwoc xét nghiém thiét thwc cho minh, béi cac xét nghiém khéc
nhau mang nhitng muc dich khac va bé tre 14n nhau.

Bdng 2: Tong quan vé cac bg xét nghiém SARS-CoV-2 dd dwoc cdp phép tai Chau A Thai
Binh Dwong, Chiu Au, My va WHO (trir cc san pham sdan Xudt trong nuéc chi nham myc dich
Xuat khau)

S6 lwong xét S6 lwgng xét  Téng sb Nuwdéc chii sé hiru

nghiém phan tic  nghiém huyét
thanh hec

Australia_(tinh dén ngay 17 31 48 Noi dia, Trung Qubc, Han Quéc, Pan Mach, Vuong

115)

Quéc Anh, Tay Ban Nha, My

Trung Qude (tinh dén ngay 19 11 30 Chi c6 néi dia

w
Q
S

P
0>

h

t Ban (tinh dén ngay 6 1 7 Nbi dia, Trung Quéc, My

IE
—
a1

an Quéc (tinh dén ngay 6 0 6 Chi c6 ngi dia

[y

1/5
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https://portal.mda.gov.my/documents/guidance-documents/1011-gd-special-access/file.html
https://www.fda.gov/media/135659/download
https://www.who.int/diagnostics_laboratory/EUL/en/
https://www.who.int/diagnostics_laboratory/200427_imdrf_collated_table_27_april_2020.pdf?ua=1
https://www.tga.gov.au/covid-19-test-kits-included-artg-legal-supply-australia
https://www.tga.gov.au/covid-19-test-kits-included-artg-legal-supply-australia
https://mp.weixin.qq.com/s/e45yo0J3UmWKX02q0wP_yg
https://mp.weixin.qq.com/s/e45yo0J3UmWKX02q0wP_yg
https://www.mhlw.go.jp/stf/newpage_11332.html
https://www.mhlw.go.jp/stf/newpage_11332.html
https://www.mfds.go.kr/eng/brd/m_52/view.do?seq=74424&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
https://www.mfds.go.kr/eng/brd/m_52/view.do?seq=74424&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1

An D6 (tinh dén ngay 6/5)

Singapore (tinh dén ngay
715)

Vietnam

Philippines (tinh dén ngay
14/5)

Théi Lan (tinh dén cudi
thang 4)

Indonesia (tinh dén thang 5)

Malaysia

(khdng c6 thong tin chinh
thirc)

M (tinh dén cudi thang 4)

Chau Au (tinh dén ngay 6/4)

WHO EUL (tinh dén ngay
27/4)
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66

27

38

78

95

10

44

101

161

37

42

179

Noi dia, Trung Quéc, Han Quédc, Canada, Buc, Israel,
My, Vuong Quoc Anh, Tay Ban Nha, Phép, v.v.
Nbi dia, Trung Quéc, Han Quéc, My, v.v.

Noi dia, My, Anh, Han Quéc, Trung Quéc, v.v.

Nai dia, Trung Quéc, Han Quéc, Singapore, Phap,
Tay Ban Nha, Vuong Qubc Anh, My, v.v.

Trung Qudc, My, Singapore, Dtic, Ty Ban Nha, Han
Qudc, Malaysia, v.v.

Noi dia, Han Quéc, My, Singapore, Tay Ban Nhau,
Trung Quéc (Bo Y té chi chap nhan xét nghiém phan
ta)

Nai dia, Trung Quéc, Han Quéc, Chau Au, My, v.v.

Noi dia, Vwong Quéc Anh, Han Qudc, e, Trung
Quoc, Canada
Noi dia, Trung Quéc, Han Quéc, My, v.v.

M¥, Vuong Quéc Anh, Trung Quéc, v.v


https://cdsco.gov.in/opencms/opencms/en/Latest-Public-Notices/
https://www.hsa.gov.sg/announcements/regulatory-updates/hsa-expedites-approval-of-covid-19-diagnostic-tests-in-singapore-via-provisional-authorisation
https://www.hsa.gov.sg/announcements/regulatory-updates/hsa-expedites-approval-of-covid-19-diagnostic-tests-in-singapore-via-provisional-authorisation
https://drive.google.com/drive/folders/1Dk8KjbCzk8g92HydWDRvg8K-ATp7gBez
https://drive.google.com/drive/folders/1Dk8KjbCzk8g92HydWDRvg8K-ATp7gBez
http://infoalkes.kemkes.go.id/
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020XC0415(04)#ntr7-CI2020122EN.01000101-E0007
https://www.who.int/diagnostics_laboratory/eual/listing/en/
https://www.who.int/diagnostics_laboratory/eual/listing/en/

I11.  Nhitng can nhic vé phap ly chii yéu déi véi hinh thic phé duyét khan cap

Dé so sanh cac quy dinh trong viéc phé duyét khan cap cac bo xét nghiém SARS-CoV-2, ching toi da
xem xét cac tai liéu hudng dan dugc ban hanh bai cac co quan quan Iy & khu vuc Chau A Théi Binh
Duong, Chau Au, My va WHO, cha yéu tap trung vao ba linh vuc: hé théng quan ly chit luong (QMS),
giam sat hau mai (PMS), va bang chiing 1am sang.

Do nhiéu quyét dinh cap phép khan cip duoc dua ra dya trén cac bang ching khoa hoc so bo han ché
dé giai quyét cac nhu cau cap thiét do khung hoang y té cong cong, cac co quan quan Iy s& tap trung
rat nhiéu vao danh gia sy vitng chic caa hé théng quan ly chit lweng. Mot sé quéc gia va WHO
tham khao tiéu chuan quéc té 1SO 13485: 2016 trong khi cac qudc gia khac kham khao céc tiéu chuén
GMP tai dia phuong.

Twong ty, cic co quan quan ly dang cha ¥ hon dén giam sat sau khi cap phép luu hanh, véi yéu cau
nop bang chieng lién tuc hodc bé sung dé dam bao tinh an toan va hiéu ning cua cac san pham duoc
phé duyét thong qua 16 trinh phé duyét khan cap. Mot s6 qudc gia yéu cau tat ca cac san pham tuan
theo cac dé cwong giam sat hau mai danh riéng cho 16 trinh phé duyét khan cap trong khi cac quéc gia
khac chi yéu cau mot sb loai san pham nhat dinh tuan theo dé cuong giam sat hau mai nghiém ngait
hon.

Nhitng khéc biét 16n nhat ma ching t6i quan sat duoc la trong céc yéu cau vé bang chiing 1am sang,
ma chung t6i da chon ba yéu té dé minh hoa trong Bang 3, bao gom chap nhan mau lam sang nhan
tao, C& mau yéu cau trong nghién ctiru 1am sang va chap nhan danh gia hiéu qua 1am sang & nudc ngoai.

Bang 3: Nhitng khéc biét chi yéu trong yéu cau vé bang chitng lam sang dé phé duyét khan cap céc
kit xét nghi¢m SARS-CoV-2

Chap nhan mau lam  C& mau yéu cau trong Chap nhan danh gia hiéu
sang nhan tao nghién caeu 1am sang gua lam sang ¢ nwéc ngoai
Uc C& mau c6 gia tri khoa
hoc

(néu quy trinh dénh gia dugc
thuc hién béi nha san xuat duoc
chttng nhan ISO hoiac MDSAP)

Trung T6i thiéu 200 mau dwong
Quac x tinh tu nhién va 300 mau
am tinh tu nhién (néu dap ung GCP IVD cua

Trung Quédc theo hudéng dan
chung ban hanh nam 2018.
Nhung cac thir nghiém [am
sang can dugc tién hanh ¢ 3
vién lam sang; loai thir nghiém
duoc thuc hién tai cac vién thu
nghiém dat tiéu chuian bang
cach st dung tai liéu tham khao
qudc gia tai dia phuong)
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Chap nhan mau Iam
sang nhan tao

Cé& mau yéu cau trong
nghién cau 1am sang

Chép nhan danh gia hiéu
gua lam sang ¢ nwéc ngoai

Nhat Ban 150
(chap nhan maot ty Ié (nhung yéu cau bd sung thém
nhét dinh) dir liéu so sanh bang phwong
phap NIID)
Han Quéc EUA lan dau tién: EUA lan dau tién: Khong EUA lan dau tién: Khong ap
Khéng ap dung ap dung dung.
EUA lan tha hai déi véi
EUA lan tht hai d6i PCR nhanh: 30 miu EUA lan tht hai ddi véi PCR
v6i PCR nhanh: Khéng  duong tinh va 30 mau &m  nhanh: Cac mau cia Han Quéc
chap nhan mau nhan tinh dugc khuyén nghi
tao
Danh gia nhanh: Déanh gia nhanh: Chép nhan,
Pénh gia nhanh: C& mau hop ly va c6 hiéu néu dap Gng yéu cau nghién
lyc dé khang dinh hiéu ctu lam sang IVD cia Han
qua 1am sang (cong thic Qudc & hudng dan dang ky
(chdp nhan néu dusi tinh toan mau duoc dinh IVD COVID-19
30%) kém trong hudng dan) (huéng dan de nghi str dung cac
xét nghiém EUA cua Han Quoc
lam tiéu chuan tham khao)
An D) Khong d& cap (tuy C& mau dugc quyét dinh
nhién, cac co s quyét theo muc dich cta nghién
dinh dya trén to huéng  clru va tuan theo to hudng  (chdp nhan bing ching hidu
dan su dung cua san dan su dung. ning lam sang tir Anh, M¥, Uc,
pham Canada va Nhat Ban)
Singapore Xét nghiém huyét thanh
hoc: it nhat 50 mau lam
sang duong tinh va am
tinh tuan theo Céc yéu cau
danh gia chu dao
Viét Nam  Khong xac dinh Khong xac dinh
(nhung tht nghiém tai dia
phuong duoc yéu cau ddi véi
FSC chua hop phép héa lanh
su)
Philipines  Ddi vai Sinh hoc phan  Bdi vai Sinh hoc phan Déi véi Sinh hoc phan tu:
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tu: Khong ap dung
Dboi vai Huyet thanh
hoc:

X

tu: Khong ap dung
Doi vai Huyet thanh hoc:
300 xét nghiém

Khong ap dung
boi vai Huyét thanh hoc:

X



Chap nhan mau lam  C& mau yéu cau trong Chép nhan danh gia hiéu

sang nhan tao nghién cau 1am sang gua lam sang ¢ nwéc ngoai
Thai Lan  Khong dé cap Huyét thanh hoc: 200 xét
nghiém X

. A ., (Céc bao cdo nudc ngoai chi
Sinh hoc phan ta: 100 Xét  4,0¢ chdp nhan néu cac phong

nghiém thi nghiém quéc gia khong thé
thuc hién danh gia tai dia
phuong)
Indonesia  Khong dé cap Khong dé cap
Malaysia ~ Khong dé cap Téi thiéu 100 xét nghiém  Chap nhan mét phan

(duoc chap nhan nhung van con
yéu cau bao cdo hop 1€ tir NTL)

My toi thiéu 30 mau nhan tao
cd phan ung va 30 mau
(trong  truong  hop khong phan tng
khong c6 mau duong
tinh da biét dé thu

nghiém)
Chau Au  Khong dé cap Khéng dé cap
(thy thudc vao danh gia  (tuy thudc vao danh gia
rui ro) rui ro)
To chuc it nhat 50 mau 1am sang
WHO duong tinh va 100 mau

(25 mau 1am sang ty amtinh
nhién dwoc yéu cau

nhung phan con lai c6

thé sir dung mau nhan

tao)

Nhu dugce minh hoa trong Bang 3, & nhiéu thi truong c6 thé chap nhan sir dung mau nhan tao. Do cac
qudc gia dang trii qua cac giai doan khac nhau ciia dai dich véi s6 lwong ca bénh dao ddng, nén
khong thé dam b#o cac mau 1am sang sé ludn cd sin sé lweng theo yéu ciu cho tét ci cac nghién
ciru phén tich, do d6 chiing tdi dé nghi ring nén chap nhan mét ti 1é cdc miu nhan tao nhat dinh.

Bén canh d6, ¢& mau yéu cau cho cac nghién ctru 1am sang ciing rat da dang giita cac thij truong khéc
nhau. Tuy nhién, do danh gia hiéu qua 1am sang cua céc cong nghé chan doan cho ciing mot mam
bénh, sy da dang nay khé c6 thé dugc chitng minh vé mit khoa hoc va c6 thé chi 1a mét vi du trong
danh gia 1am sang trén cac thi truong. Do d6, dé dam bao bénh nhan cd thé tiép can cong bang va dam
bao hiéu qua tdi uu trong cac quyét dinh cAp phép trén toan cau, dic biét 1a trong dai dich, ching ti
dic biét khuyén nghi cac co quan y té hai hda hda cac yéu cau va thuc hanh trong danh gia 1am sang.
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Chung toi ciing quan sat thdy rang mot sb thi truong & Chau A Thai Binh Duong khéng chap nhan
bang chiing vé hiéu qua 1am sang & nudc ngoai, trong khi cac québc gia khac chap nhan né ¢ cac pham
vi khéc nhau. Vui long tham khao mat tai liéu riéng cia APACMed dé biét thém thong tin vé ly do va
loi ich mang lai khi chap nhan danh gia hiéu qua 1am sang & nudc ngoai. Pé giam bét sw cham tré
va ganh ning cho cac phong thi nghiém chinh théng, ching t6i khuyén nghi céc quéc gia nén
tuan theo cac thdng 1é quéc té va chap nhan danh gia hiéu ning & nwéc ngoai, thay vi lip lai thir
nghiém tai dia phwong.

IV. Khuyén nghi vé cach tiép can theo giai doan dé xay dwng sw linh hoat trong cap phép trong
dai dich

Khi vi-rat corona chung mai tiép tuc lay lan nhanh chdng trén khap thé gisi, chung toi da thay cac
qudc gia trai qua cac giai doan khéac nhau cua dai dich. Mac du c6 su khéc biét vé toc do, ching toi
thiy su twong ddng vé nhu cau diéu chinh phil hep cac co ché chinh sach va cap phép phuc vu cho
cac nhu cau khac nhau trong nhiéu giai doan. Tham khao mé hinh bdn giai doan tién trién bénh do
McKinsey & Co. phat trién, chung t6i da minh hoa trong Hinh 1 khuyén nghi cia APACMed vé cach
tiép can theo giai doan dé xay dung su linh hoat trong cap phép théng qua viéc lya chon cac co ché
hodc cong cu cip phép pht hop & mdi trong 4 giai doan khi tinh trang dai dich toan cau kéo dai.

Hinh 1: Khuyén nghi cia APACMed vé céch tiép can theo giai doan dé xay dung sy linh hoat trong
cap phép trong dai dich COVID-19 dé tiép can mot cach day du bo xét nghiém SARS-CoV-2

Giai doan 1 . ('}iai do?n 2 " Giai doan 3 ‘x Gi{'i d??n‘: : .
Cic cum cuc bd Gia ting kl}ong kiém Lay lan chim Kiém ’s_oaf va ch(}ng lai Hau COVID-19
soat tai bung phat
TRUO *Mién phé duyét hoge  *Tao mdt "phuong thic . Duy ti "phuong thie  *PE trinh hd so diy du
«LDT phé duyét khan cap phé duyét nhanh" riéng phé duyét nhanh" riéng theo quy trinh cap phép

ecic thudc thar va dé
cuong duogc khuyen
c40 boi WHO

+Danh sach san phim
duoc phép sir dung
trong truong hop khan
cap cua WHO

*Tan dung moé hinh
cong nhan, hodc cap
phép tir cac co quan
tham chiéu & nude
ngoai.

biét v6i nhiing yéu cau
ré rang vé thu tuc va
dugc diéu chinh theo
rii ro, sau hodc song
song véi cac phuong
thuc phé duyét khan
cap trong giai doan 2,
dé van uu tién va tién
hanh phé duyét nhanh.

+ Cac nén tang hai hoa

vé qui dinh dé chia sé
kién thirc va dua ra
quyét dinh dong bo

biét tir giai doan 3"

*Panh gid hop ly céc
xét nghiém dang su
dung dua trén dir liéu
sau cap phép luu hanh
dé loai bé "nhimg san
pham khéng tot" khoi
thi truong va chuyén
doi cac "san pham tot"
sang gidy phép binh
thuong.

binh thuong.

+ Diéu chinh co ché phé

duyét khan cap néu
can.

Trong giai doan 1, giai doan khoi dau cua dai dich, cac nudc thuong dwa vao cac san pham chi ding
trong nghién ciru (RUO) va céc xét nghiém dugc phat trién boi phong thi nghiém (LDT), d6i khi dugc
cac co quan quan ly mién phé duyét khan cip. Cac nuéc ciing duoc khuyén khich sir dung thube thir
va cac dé cuong duogc cung cap bai WHO trong giai doan ndy. Nhiing bién phap nay duoc xem 1a co
hiéu qua trong giai doan dau khi nhu cau kiém tra su lay nhidm 1a ti quan trong, khéng c6 san pham
nao khac c6 sin trén thi truong.
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WHO khuyén khich cac qubc gia khong c6 ning luc xét nghiém va céc phong thi nghiém COVID-19
qudc gia co kinh nghiém han ché vé xét nghiém vi-rit COVID-19 giri 5 mau COVID-19 dwong tinh
dau tién va 10 mau COVID-19 am tinh dau tién dén cac phong xét nghiém tham chiéu ma WHO chi
dinh dé 1am xét nghiém khang dinh COVID-19. Céc xét nghiém chit luong dung dé chan doan hoic
dé xét nghiém khang dinh cho phép cé4c nhan vién y té cong cong xac dinh ngudi bi nhidm va do do
yéu cau cach ly véi ngudi khac va ngudi tiép xdc véi ngudi bi nhidm ciing duoc yéu cau céch ly.
Thong tin nhu vay cho phép nham muc tiéu chinh xac hon trong cac phan wng vé sticc khoe cong dong,
gilp tranh viéc cach ly toan bo dan va dong cira nhitng mang 16n caa nén kinh té.

Trong giai doan 2, mot s6 san pham da duoc phat trién véi dir liéu hiéu nang da hop Iy tir cac phong
thi nghiém; tuy nhién, véi tinh huéng khan cap, viéc cho doi bo dit liéu hoan chinh giéng nhu thoi
gian binh thuong 12 khdng kha thi. Do d6, diéu quan trong ddi véi cac co quan quan 1y 1a dua ra cac
quyét dinh nhanh chéng va duoc diéu chinh theo rai ro thong qua cac phuong thirc mién phé duyét/phé
duyét khan cap cuaa chinh ho (d6i khi duoc dat tén 1a cac phé duyét tam thoi hodc c6 diéu kién) hoic
st dung Danh muc str dung khan cap cia WHO (EUL), ciing nhu cho phép st dung san pham da dugc
cap phép bai cac co quan tham chiéu & cac nudc khac. An toan va hiéu ning cia cac san pham duoc
phé duyét théng qua phé duyét khan cip s& dugce danh gia thém dua trén bang chiing bé sung hoic
lién tuc duoc thu thap sau khi cap phép.

Trong giai dean 3, sau khi cac qudc gia vuot qua dinh song dau tién, diéu can thiét 12 phai tao ra mot
phuong thirc phé duyét nhanh, riéng biét, sau hoac song song véi cac phuong thic phé duyét khan cap
trong Giai dean 2, véi nhitng yéu cau rd rang vé thi tuc va dugc diéu chinh theo rii ro, dé dam bao
rang cac nguon lyuc tai co quan quan ly van duoc vu tién dé xem xét va phé duyét cho bo xét nghiém
SARS-CoV-2. Bién phap nay la rat quan trong, van con nhiéu diéu chua biét vé vi-rat ndy va ca cac
béc si va nha khoa hoc dang cap nhat dich vy chidm soc va san pham dé dép ng véi sy tién hda moi
mé vé mat khoa hoc cua virus nay. Chung ti khuyén nghi cac co quan quan 1y ciing tdi da héa lgi ich
cta cac nén tang hai hoa hoa quy dinh (nhuw WHO, IMDRF, AMDC, AHWP, APEC RHSC, v.v.) dé
chia sé kién thirc va tan dung céc kinh nghiém thyc tién tét nhat cia nhau gidp cho qué trinh ra quyét
dinh dong bo va hiéu qua.

Trong giai doan 4, ching tdi khuyén nghi duy tri “phuong thirc phé duyét nhanh” riéng biét tir giai
doan 3, vi chiing ta dang phai d6i pho voi dai dich toan cau kéo dai véi cac dot lay nhidm thém nira
c6 thé xay ra. Mot lan nira, ching ta can giit cho “Ludng xanh” ludén md, dé wu tién va tién hanh phé
duyét nhanh san pham COVID-19 cho dén khi dai dich két thic trén toan cau. Cac co quan quan ly
cling dugc khuyén khich hop tac véi cac co quan quan Iy hoic bén thir ba khac dé tién hanh danh gia
hop 1y cac xét nghiém duoc st dung dua trén dix liéu sau cip phép, voi muc dich loai bo "san pham
khdng tét" khoi thi trudng va chuyén doi "san pham tét" thanh gidy phép thong thudng mot cach hiéu
qua. Trong giai doan nay, diéu quan trong 12 phai c6 cac xét nghiém chit lugng dé phat hién cac truong
hop khong c6 triéu chiing (va tién triéu ching) va giap danh gia hiéu qua caa viéc chixa tri va vac-xin,
ciing nhu thiét lap co so ha tang giam sat dai han cho cac nhém dé bi ton thuong hodc nhitng ngudi
trong nhom cd nguy co cao.
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Diéu quan trong can luu y 1a cac cach thuc hoic cong cu cip phép duoc liét ké trong mdi giai doan
khdng loai trir 13n nhau. Do d6, khi cac qudc gia chuyén tir giai doan nay sang giai doan tiép theo, ho
c6 thé duy tri cac céng cu cip phép tir cac giai doan trude va lva chon két hop cac cong cu phi hop,
dwra trén nhu cau va nguon luc dia phuong.

Cuébi cling, khi chung ta budc vao thai ky hau COVID-19, ching tdi hy vong quy trinh dang ky s& tro
lai nhu cach thtc binh thuong. Tuy nhién, ching t6i du doan rang céc chinh pha c6 thé s& suy nghi
sau sic vé hanh trinh nay va nang cip ké hoach tng phd khan cp quéc gia bao gdbm ca cac co ché cap
phép khan cip, dé hoa hop tét hon véi cac dong nghiép & cac qudc gia khéac va chuan bi tét hon cho
dai dich tiép theo.

V.  Kétluan

Khi nhiéu quéc gia mé cira lai cac hoat dong kinh té, ty 1& xét nghiém ting kéo theo nhu cau vé bo xét
nghiém tang 1én va c6 thé dan dén tinh trang thiéu hut toan cau, cho di cac nha san xuat va co so xét
nghiém tang cuong kha nang cta ho. Theo udce tinh trude day cua McKinsey & Co., bd xét nghiém
PCR c6 sén trén toan cau (cac budc chiét tach va khuéch dai) 1a khoang 20 triéu bo xét nghiém mai
tuan va khong du dé dap ung cho nhu cau toan cau, néu dan chang theo yéu cau cia Hoa Ky 1a 4,5
triéu xét nghiém mai tuan.

Van con nhiéu diéu chua biét vé SARS-CoV-2, ngay ca khi chung ta budc vao Giai doan 3 hoic Giai
doan 4 day bién dong va lau dai cua dot bung phat. Do dé, day 1a thoi diém thich hop dé céac chinh
phu dénh gia sy linh hoat va phi hop cua céc co ché cip phép nhu 1a mot phan cua ké hoach tng pho
khan cap qudc gia, so vai cac thi truong chinh trong khu virc va toan cau. Ching toi hy vong nhiing
quan sét va khuyén nghi caa ching toi tir bai viét nay c6 thé hd tro chinh phua diéu chinh cic co ché
cap phép khan cap dé dam bao su tiép can thoa dang véi nhitng bo kit xét nghiém chét luong cao, diéu
can thiét dé thyc hién chién luoc xét nghiém thanh cdng trong nhiing thang téi.

Trén cuong vi 1a mot Hiép hoi, chiing toi tin rang chi c6 théng qua su hop tac va doan két da phuong,
cac qudc gia, chinh phu, co quan y té va cng ching trén toan thé gigi méi cd thé tan dung triét dé sic
manh cta sy d6i méi va giup chiing ta ciing nhau vuot qua dai dich nay. Bai viét nay dya trén thong
tin cong khai c6 san tai thoi diém xuat ban cling nhu Sy quan sat dugc thuc hién boi cac chuyén gia
phap ché trong nganh trang thiét bi y té. Chang tdi nhan thay rang bi canh toan cau dang thay doi
nhanh chdéng va hoan nghénh cac nha hoach dinh chinh sach, nha quan ly, dong nghiép trong nganh,
nha nghién ctu va cac chuyén gia khac chia sé nhan xét va phan hoi cia ho véi chiing tdi nham muc
dich hoan thién bai viét nay.

Luu ¥ cudi cling, xét nghiém khong thé thay thé cho cac bién phap phong ngira quan trong khac nhu
gian cach xa hoi, rao can vat ly va kiém soét 1ay nhiém. Ca nhan c6 trach nhiém trong viéc giir gin vé
sinh ca nhan tét, giam thiéu tiép xudc véi nguoi khac va tim kiém su tro gitp y té khi cam thay khéng
khoe ciing 14 nhitng khia canh quan trong cua chién lugc toan dién. Cling nhau, chiing ta c6 thé lam
cham qué trinh truyén nhiém, danh bai virus va viing Ién manh mé hon sau con khiing hoang.

VI. Tham khao
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Uc

San pham dieu trj dugc mién trir 2020 (Trang thiét bj y té - Phong thi nghiém
bénh hoc dugc cong nhan) (Khan cap COVID-19)
https://www.legislation.gov.au/Details/F2020N00032

Xem xét sau luu hanh d6i vai cac xét nghiém tai chd COVID-19
https://www.tga.gov.au/post-market-review-covid-19-point-care-tests

Sir dung cé4c xét nghiém tai chd
https://www.tga.gov.au/covid-19-point-care-tests

B6 xét nghiém COVID-19 ¢6 trong ARTG dé cung cap hop phap tai Uc
https://www.tga.gov.au/covid-19-test-Kits-included-artg-legal-supply-australia

Trung Quaéc

Quy trinh phé duyét khan cap cho trang thiét bi y té
http://www.nmpa.gov.cn/WS04/CL2197/324626.html

Céc diém chinh danh gia k¥ thuat ddi véi dang ky thudc thir phat hién axit Nucleic
cua vi rut Corona chung mai 2019
https://www.cmde.org.cn/CL0004/20447.html

Céc diém chinh danh gia ky thuat d6i véi dang ky thude thir phat hién khang
nguyén/khang thé cua vi rdt Corona chung maéi 2019
https://www.cmde.org.cn/CL0004/20512.html

Hudng dan chap nhan di liéu ky thuat doi véi cac thir nghiém 1am sang & nuoc
ngoai cua cac thict bi y té
https://www.cmde.org.cn/CL0112/6938.html

Danh sé&ch cac bo xét nghiém vi-rat corona chung méi 2019 nCoV dugc NMPA
phé duyét
http://english.nmpa.gov.cn/2020-04/03/c_468570.htm

An Do

Thong bao X-11026/07/2020-PRO dbi véi vigc xem xét nhanh va phé duyét bo
chan doan in vitro dé chan doan COVID-19.

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/d
ownload file division.jsp?num id=NTc3MA==

Bo PCR, Rapid / CLIA / ELISA dugc phé duyét dé xét nghiém Covid-19
https://cdsco.gov.in/fopencms/opencms/en/Latest-Public-Notices/

Indonesia

Kepmenkes HK.01.07/MENKES/218/2020: Mién giay phép nhap khau va phan
phdi mot sb thiét bi y té.
http://farmalkes.kemkes.qgo.id/en/?wpdmact=process&did=NzEwLmhvdGxpbms=
Cap nhat vé COVID-19 dé cho phép nhap khau ddi vai mot s6 san pham thiét yéu
https://peraturan.bpk.go.id/Home/Details/134757/keppres-no-9-tahun-2020
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https://www.legislation.gov.au/Details/F2020N00032
https://www.tga.gov.au/post-market-review-covid-19-point-care-tests
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.tga.gov.au_covid-2D19-2Dpoint-2Dcare-2Dtests&d=DwMFaQ&c=wgu6hzw1MOrcVMSMqu8IcS59mhBvl1Fc7tKn_Em0PVg&r=H-pPrR_8Avk3Xoz7z6WMVE0_kFVmS5lhVBSM_pSBl30&m=YG1o2j2BXFPDWfAIdGU0CUBASYtanrOjj1QbsWfgluo&s=OeltonXQRCZfQlpr23I3V2ZMoPQmMzEOed0q0paE1OY&e=
https://www.tga.gov.au/covid-19-test-kits-included-artg-legal-supply-australia
http://www.nmpa.gov.cn/WS04/CL2197/324626.html
https://www.cmde.org.cn/CL0004/20447.html
https://www.cmde.org.cn/CL0004/20512.html
https://www.cmde.org.cn/CL0112/6938.html
http://english.nmpa.gov.cn/2020-04/03/c_468570.htm
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NTc3MA==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=NTc3MA==
https://cdsco.gov.in/opencms/opencms/en/Latest-Public-Notices/
http://farmalkes.kemkes.go.id/en/?wpdmact=process&did=NzEwLmhvdGxpbms=
https://peraturan.bpk.go.id/Home/Details/134757/keppres-no-9-tahun-2020

Céc bo xet nghiém SARS-CoV-2 dugc phé duyét tai Indonesia
http://infoalkes.kemkes.qo.id/

Nhat

Danh sach céc kit chan doén in vitro duoc cip phép cho COVID-19
https://www.mhlw.qgo.jp/stf/newpage 11332.html

Han Quéc

Guidelines on application for approval and review of COVID-19 In Vitro
Diagnostics Medical Device

Danh sach b chan doan COVID-19 dé sir dung thong qua phé duyét khan cap
https://www.mfds.qgo.kr/eng/brd/m_52/view.do?seq=74424&srchFr=&srchTo=&s
rchWord=&srchTp=&itm_seq 1=0&itm_seq 2=0&multi_itm_seq=0&company
cd=&company nm=&page=1

Malaysia

Tai liéu huéng dan: nhap khau va/hoic cung cap céc trang thiét bi y té duoc tiép
can dac biét.
https://portal.mda.gov.my/industry/exemption/special-access-medical-device.html

Philippines

Cap giay chiing nhan dic biét cho bo xét nghiém nhap khau caa COVID-19
https://www.fda.gov.ph/fda-memorandum-no-2020-006-issuance-of-special-
certification-for-imported-test-kits-of-covid-19/

Kiém tra hiéu nang ctia bo xét nghiém khang thé véi chirng nhan dic biét
https://www.fda.gov.ph/wp-content/uploads/2020/04/FDA-Memorandum-No.-
2020-011.pdf

Danh sach cac bo xét nghiém COVID-19 da duogc dang ky.
https://drive.google.com/drive/folders/1Dk8KjbCzk8g92HydWDRvg8K-
ATp7gBez?fbclid=IwAR2v60QZVEV-

cV18ft2Z L tvighX60xCtn3 pWv41fUY 2fxjdRo3joNxpXV0

Singapore

HSA tién hanh phé duyét cac xét nghiém chan doan COVID-19 tai Singapore
thdng qua Phé duyét tam thoi
https://www.hsa.gov.sg/announcements/requlatory-updates/hsa-expedites-
approval-of-covid-19-diagnostic-tests-in-singapore-via-provisional-authorisation

Cac yéu cau tham dinh cha yéu
https://www.hsa.gov.sq/docs/default-source/hprg-mdb/provisional-authorisation-
validation-requirements-for-covid-19-tests.pdf

Thai Lan

Ordinance: Required documents for obtaining registration certificate of imported
COVID-19 Test Kits and Reagents

Announcing the submission of assessment requests and the issuance of assessment
certificates for test kits and reagents related to the diagnosis of SARS-CoV-2
infections (COVID-19 pathogens)
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http://infoalkes.kemkes.go.id/
https://www.mhlw.go.jp/stf/newpage_11332.html
https://www.dropbox.com/s/wa9m8esmb9c9m9e/%EB%B6%99%EC%9E%842_%EC%BD%94%EB%A1%9C%EB%82%9819%20%EC%B2%B4%EC%99%B8%EC%A7%84%EB%8B%A8%EC%9D%98%EB%A3%8C%EA%B8%B0%EA%B8%B0%20%ED%97%88%EA%B0%80%20%EC%8B%AC%EC%82%AC%20%EA%B0%80%EC%9D%B4%EB%93%9C%EB%9D%BC%EC%9D%B8%28%EB%AF%BC%EC%9B%90%EC%9D%B8%20%EC%95%88%EB%82%B4%EC%84%9C%29%20%282%29.pdf?dl=0
https://www.dropbox.com/s/wa9m8esmb9c9m9e/%EB%B6%99%EC%9E%842_%EC%BD%94%EB%A1%9C%EB%82%9819%20%EC%B2%B4%EC%99%B8%EC%A7%84%EB%8B%A8%EC%9D%98%EB%A3%8C%EA%B8%B0%EA%B8%B0%20%ED%97%88%EA%B0%80%20%EC%8B%AC%EC%82%AC%20%EA%B0%80%EC%9D%B4%EB%93%9C%EB%9D%BC%EC%9D%B8%28%EB%AF%BC%EC%9B%90%EC%9D%B8%20%EC%95%88%EB%82%B4%EC%84%9C%29%20%282%29.pdf?dl=0
https://www.mfds.go.kr/eng/brd/m_52/view.do?seq=74424&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
https://www.mfds.go.kr/eng/brd/m_52/view.do?seq=74424&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
https://www.mfds.go.kr/eng/brd/m_52/view.do?seq=74424&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
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Specifications for the request form, the list of supporting documents and the
assessment certificate for diagnostic Kits and drugs related to the diagnosis of
SARS-CoV-2 infections (COVID-19 pathogens)

Production and import manual for SARS-CoV-2 test kits and reagents

Viét Nam Letter Re: Manufacturing/importation of medical devices /in vitro diagnostics to
diagnose SARS-CoV-2 virus

My Phé duyét sir dung khan cap
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-
requlatory-and-policy-framework/emergency-use-authorization#2019-ncov
Chinh §éch‘d6i Véi cac xét nghiém chan doan cho COVID-19 trong trudng hop
khan cap vé stc khoe cdng cong
https://www.fda.gov/media/135659/download

Chau Au . ‘
Chi thi 98/79 / EC cua Nghi vién Chau Au va cua Hoi dong ngay 27 thang 10 ndm
1998 vé c4c thiét bi y té chan doan in vitro
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:31998L.0079
Hudng dan vé xét nghiém chan doan in vitro COVID-19 va hiéu ning cta xét
nghiém
https://eur-lex.europa.eu/legal-content/EN/TXT/?2uri=CELEX:52020XC0415(04)
Hiéu nang hién tai cua cac phuong phép va thiét‘ bi Xét nghiém COVID-19 va tiéu
chi hiéu nang dugc dé xuat - Tai liéu lam viéc vé céc dich vu caa Uy ban
https://ec.europa.eu/docsroom/documents/40805
Thdng bao tir Uy ban, Huéng dan vé xét nghiém chan doan in vitro COVID-19 va
hi¢u nang xét nghiém (2020 / C 122 1/01)
https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX:52020XC0415(04)#ntr7-C12020122EN.01000101-
E0007

WHO Huéng dan k¥ thuat (COVID-19): Xét nghiém 2019-nCoV & ngudi

https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-
guidance/laboratory-guidance

Thu moi cac nha san xuit bo xét nghiém chan doan in vitro cho SARS-CoV-2 dé

trinh don dwa san pham vao danh muc san pham sir dung khan cap cong bd boi

WHO (ngay phat hanh ngay 28 thang 2 nam 2020)

https://www.who.int/diagnostics_laboratory/200304 invitation to_manufacturers
of an_vitro_diagnostic_for ncov.pdf?ua=1
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Danh séch IVDs sir dung khan cap -- Huéng dan vé yéu cau nop: bo xét nghiém
chan doan in vitro (IVDs) phét hién axit nucleic SARS-CoV-2 (23 thang 3 nam
2020)

https://www.who.int/diagnostics_laboratory/200324 final pat_ivd 347 instructio
n_ncov_nat_eul.pdf?ua=1

Xét nghiém chan doén in vitro COVID-19 duoc liét ké boi Co quan quan Iy qudc
gia trong IMDREF (18 thang 5 nam 2020)
https://www.who.int/diagnostics_laboratory/200518 imdrf collated table 18 Ma
y 2020.pdf?ua=1

Danh sach cac san pham EUL du diéu kién mua sim
https://www.who.int/diagnostics laboratory/eual/listing/en/

Hi¢p hoi Cong nghé Y hec Chau A Thai Binh Duong (APACMed)

Uy ban diéu tiét

trong nhém 1am viéc chan do4n in vitro

Chuyén gia déong gop (theo thir tw bang chir céi)

Adelheid Schneider (Roche Diagnostics) Martini Hoan (Thermo Fisher)

Ai Ing Lu (Roche Diagnostics) Martini Tuning (Medtronic)

Anju Vaishnava (Roche Diagnostics) Melissa Robins (BD)

Bhavna Raut (Hologic) Mita Rosalina (Johnson and Johnson)
Dhruv Dayal (Thermo Fisher) Nashata Isa (Qiagen)

Emily Cai (Hologic) Pai Lin Lai (Siemens Healthineers)
Fan Bu (Roche Diagnostics) Rezki Meidayanti (Boston Scientific)

Ha, Pham Thi Thu (Siemens Healthineers)  Rose Yu (Hologic)
Hoa, Truong Thi To (Roche Diagnostics) Seungmi Han (Roche Diagnostics)

Hue, Chu Thi (Abbott) SooHyun Kim (BD)

Irni Anggraini (Abbott) Sumati Randeo (Roche Diagnostics)
Jacqueline C. Monteiro (Abbott) Victoria Qu (Abbott)

Jessica Chen (Hologic) Yani Lina (BD)

Jon Wong (Ortho Clinical Diagnostics) Yasha Huang (APACMed Secretariat)

Joyce Tan (BD)

Vé APACMed

Yean Ting Ong (Roche Diagnostics)

Dugc thanh lap vao nam 2014, Hiép hdi Cong ngh¢ Y té Chau A Thai Binh Duong (APACMed) la
hiép hoi khu vuc duy nhat cung cap tiéng noi thong nhét cho nganh cong nghé y té & Chau A Thai

Binh Duong, dai

dién cho hon 140 nha cung cip va nha san xuat thiét bi y té, thiét bi va chan doan in

vitro, cac hlep hoi cdng nghiép va céac bén I|en quan quan trong khac lién quan dén nganh cong ngh¢
y te & Chau A Thai Binh Duong. Hiép hoi ¢6 gang thiic ddy chinh sach d6i méi va tac dong thuc day
tiép can cham soc stac khoe cho bénh nhan va nhiém vu caa Hiép hoi 1a khdng ngimg nd lyuc cai thién
c4c tiéu chuan cham soc bénh nhan thong qua sy hop tac d6i mai giira cac bén lién quan dé cling nhau
dinh hinh tuong lai cia nganh cham so6c strc khoe trong khu vuc.
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Dé biét thém chi tiét, xin vui long lién hé:

Harjit Gill
Chief Executive Officer
haill@apacmed.org

Yasha Huang
Director, Regulatory Affairs
yhuang@apacmed.org

Georgia Swan
Manager, Government Affairs & Market Access
gswan@apacmed.org
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