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, TOM TAT ,
Bai viet tap trung phan tich cac quy dinh phap ludt vé cdac hoat dong nghién ciru, san xuat, thi
nghiém ldm sang va cdp phép dang ky, sir dung vaccine COVID-19 tai Viét Nam trong truong
hop cdp bach, lam ré thie trang vé viéc thwce hién cdc quy dinh phdp ludt ciing nhw dwa ra mot
s6 kién nghi hodn thién vé van dé nay.
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ABSTRACT

The article focuses on analyzing the legal provisions on research, production, clinical trials and
licensing of COVID-19 vaccines in Vietnam in case of urgency, clarifying the situation of the
implementation of legal regulations as well as making some complete recommendations on this
issue..
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1. Pit van dé

Dich bénh COVID-19 da va dang dién bién phirc tap, gay ra nhiing tac dong tiéu cuc dén nén
kinh té Viét Nam. Béo cdo tac dong ctia dich COVID -19 dén tinh hinh lao dong, viéc lam quy
1/2021 ciia Tong cuc Thong ké cho thiy, ca Ilu’O‘C ¢6 9,1 tridu ngudi lao dong tir 15 tudi tré 1én
bi anh hudng tiéu cuc boi dich bénh COVID -19.! Theo két qua khao sat cia VCCI, 48% doanh
nghiép duoc khao sat da phai cit giam sb lao dong do anh huéng boi dich, co dén 60% doanh
nghiép phai thuc hién tam thoi cho lao dong nghi viéc khong hudng luong.? Két qua khao sat
cac tac dong cua dich COVID-19 t&1 doanh nghiép do VCCI thyce hién cho théy 57,4% doanh
nghiép cho rang, dich bénh COVID-19 di 1am cho thi truong trong nudc bi thu hep; 54,5%
doanh nghiép cho rang, dich bénh di lam cho kha ning giao tiép dé tim kiém khach hang giam
xuéng; 30,9% doanh nghiép cho réng, ho bi thiéu Vén/déng tién trong kinh doanh; 24,3% doanh

1 Bui Van Huyén, D Tat Cudng, “Tac dong cia dai dich COVID-19 dén kinh t& - xd hoi cua Viét Nam”,
https://tapchitaichinh.vn/su-kien-noi-bat/tac-dong-cua-dai-dich-covid19-den-kinh-te-xa-hoi-cua-viet-nam-
336767.html, truy cap ngay 14/9/2021.

2 Bui Vin Huyén, D6 Tat Cudng, “Tac dong cua dai dich COVID-19 dén kinh té - xd hoi cia Viét Nam”,
https://tapchitaichinh.vn/su-kien-noi-bat/tac-dong-cua-dai-dich-covid19-den-kinh-te-xa-hoi-cua-viet-nam-
336767.html, truy cap ngay 14/9/2021.
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nghiép bi tac dong ti€u cyc toi1 nang lyc san xuét do cac bién phéap han ché hoat dong di chuyén
cua nguoi lao dong; 12,5% doanh nghiép tra 161 dai dich COVID-19 da lam cho ho thiéu hut luc
luong lao dong phu hop.® Trudce nhitng tac dong tiéu cuc trén, nha nudc ta da trién khai nhidu
bién phap gitip ngdn chin va day i dai dich, dwa nén kinh té Viét Nam phuc hdi va phat trién
sau dai dich. Mot trong nhiing chlen lugc quan trong dugc de ra chinh 14 thac ddy nhanh hon
cac hoat dong nghién ctru, san xuét, thir nghiém lam sang va cap phép dang ky, str dung vaccine
COVID -19. Tuy nhién, tinh dén nay, Viét Nam van chua cip phép dang ky, str dung cho bt
ky vaccine COVID -19 nao san Xuét trong nudc. Vi thé, viéc hoan thién cac quy dinh phap luat
vé cac hoat dong nghién ciru, san xuét, thir nghiém lam sang va cap phép dang ky, su dung
vaccine COVID -19 tai Viét Nam trong truong hop cp bach 1a can thiét, c6 vai trd quan trong
trong chién lugc vaccine, gop phan dua nudc ta tro lai trang thai binh thudng moi.

2. Thuc trang hoat dong nghién ctru, san xuit, thir nghiém 1am sang va cip phép ding ky,
str dung vaccine COVID -19 tai Viét Nam

Tinh hinh dich bénh COVID -19 van dang dién bién phtc tap, gdy anh hudng nghiém trong dén
moi mit trong doi sdng xa hoi. Bé ddi pho véi dich bénh, vaccine duoc xem 1a vii khi hiéu qua
nhét dé day i dich bénh, som dura nudc ta tré vé trang thai binh thudng méi. Nhiéu chién dich
tiém chung da duoc thyc hién trén khap ca nudc va dat dugc mot s6 ket qua kha quan. Theo so
liéu tir Cong Thong tin tiém ching COVID -19, tinh dén ngay 20/9, s6 miii da tiém toan qudc
12 34.628.832miii.*

Dé chién dich tiém vaccine c6 thé thuc hién co6 hiéu qua trong thuc té thi van dé ngué)n vaccine
12 mot trong nhimng yéu cau dugc quan tim hang dau. Tinh dén nay, BO Y té da phé duyét c6
diéu kién vaccine do nhu ciu cép bach trong phong chéng dich bénh COVID -19 cho 8 loai
vaccine, bao gém: AstraZeneca, Pfizer, Moderna, Janssen, Vero Cell, Sputnik V, Hayat-Vax va
Abdala.® Nhing vaccine trén gop phan gitp ké hoach tiém ngira ciia nudc ta dugc thuc hién co
hi¢u qua. Tuy nhién, TS. Pham Quang Thai — Truéng Van phong Tiém chung mé rong mién
Bic — Vién Vé sinh dich t& Trung wong cho rang “Nhitng nha mdy trén thé gidi sé cé san luong
nhdt dinh cho vaccine... Bat cir mot bénh ndo, muon khong ché dwoe, bao gio ciing can nguon
luc trong meoc. Trong truong hop co virus bién ching thi nude ta da cé san cong nghé dé san
xudt ngay vaccine. D6 la Iy do vi sao phdi wu tién vaccine trong nwde” .8 Vi thé, cac co quan
nha nude ludn co su quan tim va hd trg dic biét ddi voi cong tac nghién ciru, san xuit vaccine
COVID -19 trong nudéc.

Viét Nam c6 truyén théng dang tu hao trong nghién ciru, san xuat vaccine. Hién nay Viét Nam
da tu san xuat dugc vaccine phong 16 loai bénh (Viém nao Nhat Ban, T4, Viém gan B, Dai,
Viém gan A, Bai liét, Séi, phéi hop Soi-Rubella, Tiéu chay do vi rat Rota, Bach héau, Ho ga,
Ubn van, Lao, Thuong han Vi, Ciim). Bén canh d6, Hé théng quéan Iy chat lugng vaccine qudc
gia (NRA) cua Viét Nam ciing di duoc T6 chirc Y té Thé gi6i cong nhan mo ra co hdi 16n cho
viéc xuat khau vaccine trong nude.” Vi nhitng thuan loi, cong tac nghién ciru, san xut vaccine

3 Bui Vian Huyén, 6 Tit Cudng, “Tac dong cua dai dich COVID-19 dén kinh té - xd hoi cua Viét Nam”,
https://tapchitaichinh.vn/su-kien-noi-bat/tac-dong-cua-dai-dich-covid19-den-kinh-te-xa-hoi-cua-viet-nam-
336767.html, truy cip ngay 14/9/2021.

4 Cbng thong tin tiém ching COVID-19, “Sé mili da tiém toan qudc 34.628.832miii”, https://tiemchungcovid19.gov
.vn/portal, truy cap ngay 20/09/2021.

5 Lan Anh, “Bo Y té phé duyét co diéu kién vaccine Abdala do Cuba san xuét, vaccine thir 8 tai Viét Nam”,
https://tuoitre.vn/bo-y-te-phe-duyet-co-dieu-kien-vac-xin-abdala-do-cuba-san-xuat-vac-xin-thu-8-tai-viet-nam-
20210918094307233.htm, truy cap ngay 15/9/2021.

® VTC Now, “Vi sao c6 vaccine nhap khiu, Viét Nam van can phai san xuit vaccine Covid-19 riéng?”,
https://www.youtube.com/watch?v=gbaEm89Z9wo, truy cap ngay 16/9/2021.

7 Du thao bé an nghién clru, phat trién vaccine phong COVID-19,
http://datafile.chinhphu.vn/files/DuthaoVBPL/2021/04/3-DeanNCSXVXCOVID-19.pdf, truy cap ngay 17/9/2021.
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COVID -19 da dugc cac co quan thyc hién va thu duge nhimg két qua déng cha y. Theo Bo Y
te hién nay, cung voi viéc nghién ctru, tho nghiém lam sang vaccine Nano Covax do Cong ty
¢b phan cong nghé sinh hoc dugc Nanogen nghién ciru, phat trién; vaccine COVIVAC cua Vién
Vaccine va sinh phdm y t& (IVAC), Viét Nam con nhan chuyén giao cong nghé san xudt vaccine
tir nudc ngodi, gdm vaccine ARCT-154 cia My do Vingroup thuc hién; vaccine ciia Cong ty
Shionogi (Nhat) do Cong ty c6 phan Tién bo Qudc té (AIC) va VABIOTECH trién khai; vaccine
Sputnik V (Nga) do VABIOTECH va Cong ty DS-Bio trién khai...® Ngay 29/8/2021, Hoi dong
tu van cp phép thudc va vaccine ctia Bo Y té s& hop xem xét 2 vaccine COVID -19, trong d6
¢6 vaccine trong nudc 1a Nano Covax. Tuy nhién, Hoi ddng Tu van dé nghi doanh nghiép tiép
tuc bd sung mot sd dir liéu, chua cip phép khan cép cho vaccine Nano Covax.® Ngay 15/9/2021,
Hoi dong dao dirc trong nghién ctru y sinh hoc va Hoi dong tu van cip phép thude va vaccine
s& hop va tiép tuc danh gia vic-xin Nano Covax. Theo By Y té, ngay 18/9/2021, Hoi dong dao
dure trong nghién ctru y sinh hoc qudc gia da hop danh gia két qua giita ky thur ngh1em lam sang
giai doan 3 (mg vién vac-xin Nano Covax voi két qua nghién ctru tinh dén ngay 2-9, khang dinh
vaccine Nano Covax dat yéu cau vé tinh an toan va tinh sinh mién dich, théng nhat vé viéc sir
dung céc két qua nghién ctru thir nghiém 1am sang tinh dén thoi diém danh gia két qua giita ky
giai doan 3, guri cho Thudng truc Hoi dong tu van cp gidy dang ky thudc, nguyén liéu 1am
thudc xem xét.1°

Nhitng thong tin trén phan nao thé hién céng tic nghién ctru, san xuét, thir nghiém 1am sang va
cép phép dang ky, st dung vaccine COVID -19 trong nudc da dugce cac co quan thuc hién co
hiéu qua. Nhing két qua dat duoc nhat dinh trong cong tac nghién ctru, san xuit vaccine 1a tin
hiéu dang mimg trong chién dich vaccine & nudc ta.

3. Mot s6 van dé phap ly dit ra trong cac hoat ddng nghién ctru, san xuit, thir nghiém IAim
sang va cap phép ding ky, sitr dung vaccine COVID -19 tai Viét Nam trong truwong hop
cap bach

Nhu di phan tich & muc 1, hoat ddng nghién ciru, san xuét, thir nghiém 1am sang va cap phép
dang ky, sir dung vaccine COVID -19 1a v6 cung quan trong. Vi 1€ do, ban hanh nhimg hanh
lang phép 1y dé kiém soat hoat dong trén 14 rt can thiét. Xuat phat tir d6, cac co quan nha nude
d3 quan tdm va ban hanh nhiéu vin ban quy pham phap luat dé diéu chinh van dé trén, cu thé:
Thir nhdt, vé quy dinh chung doi véi hoat ddng nghién ciru, san xudt, thir nghiém lam sang va
cdp phép dang ky, sit dung vaccine. Trude khi dich bénh COVID -19 bung phat va dién bién
phtre tap, Chinh phu da ban hanh nhiéu vin ban quy pham phap luat (QPPL) diéu chinh van dé
nghién clru, san xudt, thir nghiém lam sang va cap phép dang ky, sir dung vaccine noi chung.
Mot s6 van ban QPPL quy dinh vé véan dé nay co thé ké dén nhu Luat Dugc 2016, Nghi dinh s6
54/2017/ND-CP ngay 08 thang 5 nim 2017 ctia Chinh phii quy dinh chi tiét mot s6 diéu va bién
phap thi hanh Luat Duoc; Nghi dinh sO 104/2016/ND-CP ngay 01 thang 7 ndam 2016 cua Chinh
phu quy dinh vé hoat dong tiém chung; Thong tu s6 29/2018/TT-BYT ngay 29 ‘thang 10 nam
2018 ciia Bo truong BO Y té quy dinh vé thir thude trén lam sang; Thong tu s6 32/2018/TT-
BYT ngay 12 thang 11 nim 2018 cua Bo truong Bo Y té quy dinh dang ky thude, nguyén liéu

8 Ngoc An, “Quyét tim cao nhét dé c6 vaccine san xudt trong nude vao thang 9-20217, https://tuoitre.vn/quyet-
tam-cao-nhat-de-co-vac-xin-san-xuat-trong-nuoc-vao-thang-9-2021-20210812155050118.htm, truy cdp ngay
17/9/2021.

9 Nhat Nam, “Chua théng qua cp phép khan cip cho vaccine Nanocovax*, http:/baochinhphu.vn/Ung-ho-Quy-
vaccine-phong-chong-COVID19/Chua-thong-qua-cap-phep-khan-cap-cho-vaccine-Nanocovax/444566.vgp, truy
cap ngay 18/9/2021.

10D Thu, “Théng béo chinh thirc cia Hoi dong Pao dirc vé vic-xin Nano Covax”, https:/nld.com.vn/suc-
khoe/thong-bao-chinh-thuc-cua-hoi-dong-dao-duc-ve-vac-xin-nano-covax-20210918092346629.htm, truy céap
ngay 19/9/2021.
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lam thudc (Thong tu sb 32/2018/TT-BYT); Thong tu sd 35/2018/TT-BYT ngay 22 thang 11
nim 2018 cua Bo truong BO Y té quy dinh vé thue hanh tt san xudt thuéc nguyén li¢u lam
thudc,.. - Nhitng quy dinh phap luét diéu chinh vé van dé nghién clru, san xudt, thir nghiém 1am
sang va cap phep dang ky, st dung vaccine noi chung gop phan tao nén khung phap ly vimg
chic gitp cho hoat dong trén dién ra minh bach, hiéu qua va Nha nudc co thé quan ly dugc.
Thir hai, vé quy dinh phdp ludt di véi hoat ddng nghién ciru, san xudt, thir nghiém lam sang va
cap phép dang ky, sur dung vaccine COVID -19 tai Viét Nam trong truong hop cap bach. Ngay
21/8/2020, B Y té da ban hanh Quyét dinh s6 3659/QD-BYT Hudng dan vé nghién ctru, thir
nghiém lam sang, dang ky luu hanh, st dung vaccine phong COVID -19. Viéc ban hanh kip
thoi quyét dinh trén d3 giup cho hoat dong nghién ciru, thir nghiém 1am sang, dang ky luu hanh,
sir dung vaccine phong COVID -19 dién ra c6 hiéu qua hon. Mt khac, B6 Y té ciing dang dy
thao Quyét dinh ctia Thi tudng Chinh phu phé duyét Bé an nghién ctru, phét trién vaccine phong
COVID -19." Ngay 06/8/2021, Chinh pht da ban hanh Nghi quyét s6 86/NQ-CP vé cac giai
phap cép bach phong, chéng dich bénh COVID-19 dé thuc hién Nghi quyét s6 30/2021/QH15
ngay 28 thang 7 nam 2021 ctia Qubc hoi khoa XV. Trong Nghi quyét nay, Chinh phi da xac
dinh nhiém vu ctia Cac Bo: Y té, Quéc phong, Khoa hoc va Cong nghé, Vién Han 1am khoa hoc
va cong ngh¢ Viét Nam va cac bg, co quan lién quan la trong viéc quan ly hoat dong nghién
clru, san Xuat thir nghiém 1am sang va cap phép dang ky, st dung vaccine COVID -19 la: “Pady
nhanh tién dé nghzen curu, ung dung, chuyen giao cong nghe, 16 chirc thir ldm sang cung voi cac
co so nghién citu, chuyén giao, san xudt vaccine, cap phép sur dyung c6 diéu kién, san xuat
vaccine, thuéc diéu tri COVID-19 va trang thiét bi, vit tw y té trong nuoc dé dap g yeu cau
phong, chong dich bénh nhanh nhat, sém nhdt va véi gid thap nhdt cé thé; tao moi diéu kién
thudn loi cho nghién ciru, chuyen giao cong ngh¢, bao dam cong bang trong chuyén giao cong
nghé, san xuat vaccine vd thudc diéu tri; tham khao kinh nghiém cac mudc va tham van chuyén
mon véi T6 chire Y té Thé gidi (WHO) khi can thiét”. Thuc hién nhitng nhiém vu dugc dit ra
trong Nghi quyét s6 86/NQ-CP, ngay 19/8/2021, Bo Y té da ban hanh Thong tu s6 11/2021/TT-
BYT hudng din ding ky luu hanh vaccine COVID -19 trong trudng hop cip bach (Thong tu s6
11/2021/TT-BYT). Théng tu nay dd quy dinh cu thé vé nhitng quy trinh thu tuc duoc rat gon
rat nhiéu so v&i diéu kién cip phép binh thuong. Tuy chi ¢6 hiéu luc dén hét 31/12/2021 nhung
Thong tu trén di tao ra nhidu co hdi cho hoat dong dang ky luu hanh vaccine COVID -19 trong
nudc.

Nhimng quy dinh trén phan nao thé hién sy quan tdm dung luc cta cac co quan nha nudce d6i voi
hoat dong nghién ctru, san xudt, thir nghiém 1am sang va cap pheép dang ky, st dung vaccine
COVID -19 trong nudc. Tuy nhién, cic quy dinh trén van ton tai mot s6 han ché nhét dinh, cu
thé 1a:

Mt la, viéc Thong tu s6 11/2021/TT-BYT khong c6 diéu khoan giai thich rd rang noi ham ciia
thuat ngit “truong hop cdp bach” giy kho khin cho viéc hiéu va ap dung Thong tu sb
11/2021/TT-BYT trong thuc té. Viéc khong quy dinh khai niém ctia thuat ngir “truong hop cap
bach” din dén viéc co s& dé xac dinh thé nao 13 trudng hop cip bach dén murc phai rat gon cac
thii tuc hanh chinh, diéu kién dé cip phép vaccine thoi diém, tinh hinh dich bénh COVID -19,
murc do khan hiém ngudn vaccine dat chuan cing nhu ngoai suy vé hiéu qua cua vaccine xin
cip phép mang tinh chu quan, khong thdng nhat. Tty thudc vao thoi diém, tinh hinh dich bénh
COVID-19, mitc d6 khan hiém ngudn vaccine dat chudn ciing nhu hiéu qua cta vaccine cp

11 Dy thao Quyét dinh ctia Thit tuéng Chinh phu phé duyét Dé an nghién ctru, phat trién vaccine phong COVID-
19,
http://www.chinhphu.vn/portal/page/portal/chinhphu/congdan/DuThaoVanBan?_piref135_ 27935 135 27927_27
927.mode=reply& pirefl35 27935 135 27927 27927.id=4183, truy cap ngay 18/9/2021.
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phép ma Hoi dong Pao dirc trong nghién ctru y sinh hoc cip quoc gia, Hoi dong Tu van cap
Gidy dang ky lu'u hanh thudc, nguyén liéu lam thudc cing Bo Y té s& phai dua ra y kién, quyet
dinh ctia minh.!2 Chinh quy dinh khong rd rang cua luat s& dé dan den su tuy tién va cach hiéu
tiy nghi phu thudc vao ¥ chi chii quan cia mot bo phan ca nhan, to chirc ¢ thaim quyén trong
khi van d& cho phép luu hanh vaccine COVID -19 can phai 1 rang, minh bach va khach quan.
Viéc quy dinh long 1éo nhu trén co thé dan dén nhiéu hién tuong ti€u cuc, anh huong truc tiép
dén cong cudc chong lai dich bénh COVID -19 cta nudce ta hién nay.
Bén canh do, do Thong tu s6 11/202 I/TT-BYT khoéng co diéu khoan giai thich thuat ngir “truong
hop cap bach” khién tac gia datra van d& vé viéc lidu rang thuat ngir nay c6 dong nhat véi thuét
ngtr “tinh trang khan cap™® dugc quy dinh trong Hién phéap 2013. Cip bach duoc hleu 1a can
duogc giai quyet gap, giai quyet ngay, cang thang, gay go, doi hoi phai hanh dong gip, khong
thé cham tré'* con khan cap duogc hiéu 1a can duogc tién hanh, duoc giai quyét ngay, khong chdm
tré; co tinh chat nghiém trong, doi hoi phai c6 ngay nhirng bién phap tich cuc dé ddi pho, khong
cho phep cham tré.’> Nhu vay, néu theo cach hiéu trén cua Tt dién tleng Viét, hai thuat ngir trén
¢6 nhiéu nét nghia twong déng. Hién nay nudc ta van chua cong b tinh trang khan cap. GS.TS
Nguyén Thanh Long, Pho Truong ban Tuyén giao Trung wong da giai thich “Viéc cong b6 tinh
trang y té khan cap phai dua trén céc tiéu chi nhu: S6 lugng ngudi méc, sé luong bénh nhan tir
vong, muc dg lan tran cua dich bénh, da ap dung céc bién phap nhung chua ngan chan dugc
dich bénh,...”."* Nhu vay, ¢6 th¢ thay viéc str dung thut ngit “tinh trang khan cép” 1a khong
chinh xac vé mat phap ly. Vi thé, co quan 1ap phéap can c6 nhing diéu khoan giai thich dé chi ra
nhimg khac biét cu thé giira hai thut ngr “truong hop cap bach” va “tinh trang khan cap” do
hai thuat nay c6 nhiéu cach hiéu giéng nhau, d& dan dén 1am twong Théng tu sé 11/2021/TT-
BYT str dung thuat ngit chua c6 tinh thong nhat véi Hién phép.
Hai 13, cc quy dinh phép luat vé hoat dong nghién ctru, san xuét, thr nghiém 1am sang va cp
phép ding ky, sir dung vaccine COVID -19 van con kha tan man, rai ric ¢ nhiéu vian ban khac
nhau. Nhu da liét ké ¢ trén, cac van ban quy dinh vé hoat dong nghién ciru, san xuat, thir nghiém
lam sang va cap phép dang ky, st dung vaccine noi chung cling nhu cdc van ban quy dinh cu
thé vé hoat dong nghién clru, san xuat, thir nghiém 1am sang va cip phép dang ky, st dung
vaccine COVID -19 trong trudng hop cap bach kha nhiéu. Viéc c6 kha nhleu van ban quy dinh
dan dén kho khan trong viéc nghién ctru, tlep can. Khong thé phi nhan rang cac van ban nay da
ban hanh rat kip thoi va ding lic, gép phan tao nén hanh lang phap ly viing chic dé diéu chinh
cac hoat dong nghién ciru, san xuat, thir nghiém 1am sang va cap phép ding ky, sir dung vaccine.
Tuy nhién, theo quan diém cua tac gia, viéc cac van ban dugc quy dinh kha tan mac co thé khién
cho viéc tiép can cac quy dinh c6 phan kho khan.
Ba Ia, viéc phé duyét mot s6 van ban van con kha l1au. BO Y té da co Du thao Quyét dinh cua
Thu tuéng Chinh phii phé duyét Dé an nghién ciru, phat trién vaccine phong COVID -19 di c6
vao ngay 31/3/2021. Tuy nhién, dén nay, du thao nay van chua dugc thong qua. Viée thong qua
Dé an nghién ciru, phat trién vaccine phong COVID -19 1a mét van dé quan trong va can thoi

12 Nghia Nhén, “Hoan tat hanh lang phap 1y cap phép khan cip vaccine COVID-19”, https:/plo.vn/phap-luat/hoan-
tat-hanh-lang-phap-ly-cap-phep-khan-cap-vaccine-covid19-1009539.html, truy cap ngay 19/9/2021.

13 Mot $6 quy dinh trong Hién phap c6 nhéc den thuét ngr “tinh trang khén cdp” nhu khoan 13 Diéu 70 ¢ Quyet
dinh vin dé chién tranh va hoa binh; quy dinh vé tinh trang khan cdp, cac bién phap dac biét khac bao dam quoc
phong Va an ninh quéc gia’; khoan 10 Diéu 74 “Quyét dinh tong déng vién hodc dong vién cuc bg,; ban bé, bai bo
tinh trang khén cap trong cd nudc hodc ¢ tung dia phuong”, ...

14 Hoang Phé (2003), Tir dién tiéng Viét, Nha xuat ban Da Ning — Trung tam Tir dién hoc, tr. 124.

15 Hoang Phé (2003), Tir dién tiéng Viét, Nha xuat ban Da Ning — Trung tam Tir dién hoc, tr. 124.

16 Trin Manh, “Vi sao Viét Nam chwa cong b tinh trang khan cap?”, http://baochinhphu.vn/Tin-noi-bat/Vi-sao-
Viet-Nam-chua-cong-bo-tinh-trang-khan-cap/386279.vgp, truy cap ngay 20/9/2021.
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gian dé cac co quan, ban hanh xem xét. Tuy nhién, viéc ban hanh cham tré phan nao gay rakho
khan cho hoat dong nghién ctru, phat trién vaccine phong COVID -19 ciing nhu khién cong tac
chéng dich, chlen dich vaccine giam di phan nao hiéu qua.

4. Mot s6 dé xuét hoan thién quy dinh phap luit vé cac hoat dong nghién ciru, sin xuit,
thir nghiém 1am sang va cip phép ding ky, sir dung vaccine COVID -19 tai Viét Nam trong
treong ho’p cip bach

Bén canh viéc thyc hién nguyén tac 5K, nghiém chinh thyc hién gidn cach x4 hi thi viéc tiém
ngira vaccine cing la mot van deé quan trong hang dau. Cac co quan nha nudce luén danh sy quan
tam dic biét dbi v6i vin d& san xuat vaccine trong nude dé chién dich vaccine c6 thé duogc thyuc
thi ¢6 hiéu qua, dua nudc ta trd lai trang thai binh thuong méi. Cac co quan lap phap da ban
hanh nhiéu vin ban dé diéu chinh hoat dong trén. Tuy nhién, cac vin ban van con mot s6 han
ché nhit dinh khlen cho qua trinh ap dung phap luat gap kho khan. Vi thé, dé hoat dong dong
nghién ctru, san xudt, thir nghiém lam sang va cip phép ding ky, sir dung vaccine COVID -19
tai Viét Nam trong truong hop cap bach dién ra c6 hiéu qua thi can phai hoan thién quy dinh
phap luat cling nhu ning cao hiéu qua ap dung phap luat. Cy thé, vé mat quy dinh phap luat cin
phai:

Mot la, bd sung diéu khoan giai thich thuat ngir “trudng hop cip bach”. Cac co quan lap phap
can nghién ciru dé dua ra dinh nghia cu thé ciing nhu cac cin ctr dé xac dinh thé nao 1a truong
hop cap bach dé dam bao tinh minh bach, khach quan trong hoat dong ap dung phap luat. Néu
cac nha 1ap phap giai thich thuat nglr “truong hop cap bach” theo huong co su tuong dong voi
thuat ngir “tinh trang khan cap” thi nha 1ap phap can lam 13 tai sao c6 sy quy dinh khac nhau vé
mat thuat ngi gitta hai vin ban. Néu cac nha lap phap giai thich thuat ngit “truong hop cap
bach” theo hudng khong c6 sy twong dong véi thuat ngir “tinh trang khan cap” thi nha 1ap phap
can chi ra nhitng diém khac biét giira hai thuat ngir nay dé tranh gay nham lan. Cach dién dat
mét QPPL phai dam bao d¢ chinh xac cao nhat vé thuat ngit, can lya chon tir ding nghia, biéu
hién chinh xac ndi dung can thé hién.r Do d6, dé dam bao tinh chinh x4c trong mot van ban
QPPL, nha lap phéap can quy dinh rd dinh nghia ciing nhu co sé dé xac dinh “trudng hop cap
bach”.

Hai 13, can day nhanh cong tac xem xét va phé duyét Dé an nghién ctru, phat trién vaccine phong
COVID -19. Tinh hinh dich bénh COVID -19 van dang dién bién v cung phuc tap, chlen dich
tiém vaccine dang dugc trién khai trong ca nuéc va hoat dong nghién ctru, phat trién vaccine
phong COVID -19 van dang cin c6 mot Dé an dé dién ra that sy c6 to chirc va hiéu qua. Cac co
quan c6 tham quyén can tham van cac co quan c6 lién quan dé trong thoi gian sém nhét c6 thé
thong qua D& an nghién ctru, phat trién vaccine phong COVID -19. Day s& 1a mot co so phép 1y
quan trong hoat dong nghién ctru, phat trién vaccine phong COVID -19 tai Viét Nam dién ra co
dinh hudéng va hi¢u qua hon.

Bén canh viéc hoan thién cac quy dinh phap luat thi cong tac nang cao hi¢u qua ap dung phap
ludt trong hoat hoat dong nghién ctru, san xuat, thir nghiém lam sang va cap phép dang ky, su
dung vaccine COVID -19 tai Viét Nam trong trudng hop cip bach ciing can duoc chu trong
thong qua cac bién phap sau:

Mt la, ddy nhanh cong tac nghién ctru, san xuat, thir nghiém 1am sang ciing nhu xem xét can
than cac diéu kién dé cap phép dang ky, sir dung vaccine COVID -19. Dong thoi, can chi L trong
ché do dai ngd ddi véi nhitng ngudi co6 dong gop trong hoat dong nghién ctru, san xuat, thir
nghiém lam sang vaccine COVID -19. Mat khac, cac co quan ciling can tham khao y klen cua
cac chuyén gia ddu nganh dé dua ra nhitng quyét dinh that hop 1y. Bén canh d6 ciing can tap

~‘G

17 Tryong Pai hoc Luat TP. HS Chi Minh (2017), Gido trinh Ky thudt soan thdo van ban, Nha xuat ban Hong Dirc
— Hoi Luat gia Viét Nam, tr. 162.
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trung va dam bao ngué)n tai chinh dé cac hoat dong nghién ctru, san xuét, thir nghiém lam sang
vaccine COVID -19 ¢6 thé dién ra hiéu qua va nhanh chong.

Hai 1, ddy manh cong tac tuyén truyén cho ngudi dan, tranh tim 1y lya chon vaccine cua nguoi
dan. Viéc nudc ta c6 thé dang ky luu hanh vaccine COVID -19 san xuét trong nude 1a mot diéu
hoan toan kha thi. Bao c4o ctia BO Y té cho biét, du kién dén cudi nam 2021 s€ co két qua phuc
vu dang ky luu hanh vaccine trong nudec, it nhat ¢6 1 vaccine duoc cap phep luu hanh. 18 The
nhung, tinh trang nguoi dan lya chon vaccine van dang dién ra va co nhiéu nguoi hoai nghi vé
hiéu qua ctia vaccine dugc san xuét trong nude. Viée kén chon vaccine c6 thé khién cho dich
bénh c6 nguy co bung phat manh mé, de doa sirc khoe cua chinh nguoi déan, cong ddng, thim
chi la mot quéc gia.’® Trung tdm Kiém soat bénh tat TPHCM khuyén céo ngudi dan, vaccine
tdt nhét 1a vaccine duoc tiém sém nhat.2° Do d6, dé han ché tinh trang trén, cac co quan & trung
wong cling nhu dia phuong can ddy manh cong tac tuyén truyén giao duc y thirc cho nguoi dan.
Trong tinh hinh dich bénh hién nay thi viéc tuyén truyen c6 thé ap dung qua cac hinh thuc tryc
tuyén trén cac ung dung hay tuyén truyén qua truyén hinh, radio,..

Nhu vy, dé hoat dong nghién ctru, san xuét, thir nghiém lam sang va cap phép dang ky, su dung
vaccine COVID -19 tai Viét Nam trong truong hop cap bach dién ra that hiéu qua thi can phai
hoan thién vé quy dinh phap lut 13n ning cao hiéu qua ap dung phép luét.

5. Két luan

Tai Viét Nam, dich bénh COVID -19 dang dién bién phirc tap va kho luong. Mot trong nhimg
bién phap hiéu qua nhat dé chong choi vai dich bénh chinh la tiém ngtra vaccine. De chién dich
vaccine that sy ¢6 hi€u qua thi viéc nghién ciru, san xuat, thir nghiém lam sang va cap phép dang
ky, sir dung vaccine COVID -19 duge san xuat trong nude 1a mot yéu cau cap bach duge dit ra.
Hoat dong trén di duoc Nha nudc quan tdm va quy dinh cu thé trong cac vin ban quy pham
phap luat. Tuy nhién, van con mot s6 han ché nhat dinh khién cho hoat dong nghién ciru, san
xuat, thir nghiém lam sang va cap phep dang ky, sir dung vaccine COVID -19 gap kho khan,
anh hudng dén cong tac phong chong dich ma Nha nude da dé ra. Vi thé, viéc hoan thién cac
quy dinh phap luat cling nhu nang cao hiéu qua ap dung phap luét 1a v6 cung can thiét, gop phan
gitip dat nude ta sém quay vé trang thai binh thuong moi.
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