Hiép wéc Budapest cua WIPO:
Cac ham y phap ly va thyc tién
Co ché Ho tro Chuyén gia vé Thwong mai va Phat trién (EDM)
Thang 10 nam 2023
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EDM ‘ Expert Deployment Mechanism for Trade and Development

Khai quat n6i dung hoi thao
Cac diéu uwdc quoc té vé SHTT
Vai tro cua WIPO
Cac tac dong phap ly cia Hiép wdc Budapest
Quy trinh thid tuc thanh 1ap mét Co’ quan c6 tham quyén lwu gitr ching vi sinh
qudc té (IDA) / Cac bién phap khac phuc khong tuan thi
6. Cacvan dé thuc tién lién quan dén viéc thanh 1ap mot IDA/Nhirng dam bao ma
mot IDA phai cung cap:
(A) - PInh nghia thuc té cta “ching vi sinh”
(B) - Lwu gilt an toan
(C) - Cung cap mau
(D) - BO tri can bd va nguoén luc
7. Thao luan

e wbhe
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EDM ‘ Expert Deployment Mechanism for Trade and Development

1. Gidi thich vé khudn kho phép ly cho su van hanh cda IDA;

2. Thao luan vé nhirng viéc ma mot IDA dugc ki vong phai lam va cach thirc
ma mot IDA duwoc/nén dwgc van hanh.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Hiép woc Budapest vé su cdng nhdn qudc té déi vai viéc ndp lwu chung vi sinh
nham tién hanh cdc thd tuc vé sdng ché (goi tat 1a “BT”, duoc thdng qua lan dau
nam 1977 va stra d6i ndm 1980) cung cap modt co ché qudc té dugc thiét ké dé
tro giup cho cdc Co quan S& hiru Tri tué Qudc gia cha Thanh vién BT trong tham
dinh don dang ki sdng ché thong qua viéc ndp luu chdng vi sinh vai IDA.

e Chadng vi sinh ndp lru theo BT cé thé bd sung cho mé ta sang ché |a déi tuwong
dang ki bao ho.

« BT b6 sung cho Céng wdc Paris vé bdo hé sé& hitu céng nghiép (goi tat 1a Cong
wdc Paris, dwgc théng qua lan dau ndm 1883), Cong wdc nay van la diéu wé'c
qudc té nén tang cho hé thong bao hd sang ché quéc té. Chi cac Thanh vién cda
Lién minh Paris mdi cé quyén trd thanh Bén tham gia BT. BT khéng thay doi
nghia vu cua Cong udc Paris.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Hiép ydc Hop tdc vé Sdng ché (duoc thong qua lan dau nam 1970; goj tat la “PCT”) cling
co mai lién hé v&i BT (mac du khéng hé nhac dén tén BT). PCT cung cap mot co che dé |
gang IﬁlA,bao ho sang ché ¢ nhiéu quoc gia khac nhau théng qua mot don dang ki qudc té

uy nhat.

* Quy tac 13bis ca Quy ché thi hanh PCT (Sang ché Lién quan dén Vat Jiéu Sinh hoc) dé
cap dén viéc su dung vat lieu sinh hoc nop lvu tai mot co quan c6 tham quyen lwu gily
chung vi sinh trong boi canh PCT.

 Cong udc Paris, Hiép wdc BT va PCT Ia mét vai trong s6 nhiéu diéu wdc quoc té vé sd
hitu tri tué dwoc quan ly thuc hién boi To chire So hitu Tri tué Thé gidi (WIPO).

* Cong uac Paris con duoc b,c“S tro boi Hiép dinh v%?,cdc Khia canh Lién quan toi Thuong
mai cua Quyén So hitu Tri tué (TRIPS) cua T6 chirc Thwong mai Thé gigi (WTO) — TRIPS
dan chiéu truc tiép dén cac dieu khoan n6i dung cua Cong udc Paris.

* Ngoai ra, Hiép dinh ctia WTO ciing néu rd nhitrng diéu khodn ndi dung ctia Cong uéc
Paris da dan chiéu trong TRIPS la d(“)i)tu'o’n%bi diéu chinh boi co ché giai quyét tranh
chap WTO. Hiép dinh TRIPS dugc quan ly thuwc hién boi WTO, khong phai WIPO.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

e Cac diéu udc qudc té cho linh vire bdo hd sang ché va cac té chirc quan ly thuc
hién nhirng diéu uwdc dé

Diéu wdc qudc té Puoc quan ly thue hién béi

Cong uwdc Paris WIPO
Hiép wdc BT WIPO
Hiép uwdc PCT WIPO
Hiép dinh TRIPS WTO
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Van phong Qudc té cua WIPO déng vai tro quan trong trong viéc tao
thuan lgi cho sw van hanh tron tru cla cac diéu wdc quoc té WIPO, chang
han nhu BT.

e Ma3c du sv van hanh cta BT chl yéu dwgc dan dat bai nhirng hanh dong
cla cac Bén tham gia BT nhung c6 nhirng diéu khoan trong BT doi hdi su

tham gia cia Van phong Quoc té, nhu:
> cdac cudc hop cta Pai hdi dong (Piéu 10 BT),
> viéc théng qua / stra d6i Quy ché thuc thi BT (Diéu 12),
> viéc thanh 1ap mdt Co’ quan cé tham quyén lwu gitr chung vi sinh qudc té (IDA)
(Diéu 7),
> Chuong Stra d6i, B6 sung (Piéu 13 va 14) va Chuwong Cac Diéu khoan Cudi cung (cac
Piéu 15-20).
“Co quan c6 tham quyén lwu giir ching vi sinh quéc t&” |a mét to chire lwu gitt chdng vi sinh d3 dwgc cdng nhéan vi
thé Co quan cé thadm quyén luwu gitt chiing vi sinh quéc té theo quy dinh tai Diéu 7. Mét “td chirc lwu gilr chdng vi
sinh” 13 mot t8 chirc thue hién cac hoat dong ti€p nhan, chap nhan, Iwu git cac chlng vi sinh va cung cap mau
ching vi sinh (BT, Cac PInh nghia)
Canada In Partnership with
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Ngoaira, Van phong Quéc té con bién soan 14 biéu mau dé cac IDA st dung
cho nhi*rng nhiém vu khac nhau theo BT. Cac biéu mau nay cé thé duoc truy cap
tryc tuy@n va sin cd bang 6 ngdn ngit: A-rap, Trung Quéc, tiéng Anh, tiéng
Phdp, tiéng Nga, tiéng Tay Ban Nha:
https://www.wipo.int/budapest/en/guide/appendix 3/index.html

* Van phong Quéc té cling cung cap cac co ché phi chinh thirc — bao gbm ca mét
co ché truc tuyén — cho phép cac IDA thao ludn, tham van vé cac théng &, thuc
hanh ctia ho vdi cac IDA khac va véi Van phong Qudc té cua WIPO.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

Nghia vu chinh cta cac Bén tham gia BT la:

(i) cdng nhan lan nhau viéc ndp lvu modt chiing vi sinh tai mot “Co quan cd tham
quyén luu gitt chang vi sinh qudc té” (IDA) bat ki cia bat ki Bén tham gia BT nao cho
cac muc dich cta phap luat bao hd sdng ché chia chinh qudc gia minh (chd yéu cho
viéc ndp don dang ki sang ché ma&i cé lién quan dén chdng vi sinh nhung cling ¢
thé lién quan dén nhirng phan ddi hodc khiéu nai sau khi bang sang ché da duoc
cap); va

(i) ddm bao rang sw céng nhan d6 co hiéu lwc phap ly trong hé thdng bao hd bang
sang ché qudc gia cia minh.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* BT khéng yéu cau bat ki qudc gia BT nao thanh 1ap mot IDA.

BT cho phép mot Bén tham gia BT thanh 1ap mét IDA:
> V@i diéu kién phai tudn thi vai cdc yéu cau néu trong BT (Diéu 6(2) BT), va
> Bén tham gia BT phai néu rd — trong s& nhiéu ndi dung — loai chung vi sinh c6 thé duoc ndp
lwu tai IDA, mire phi, va ngay IDA sé bat dau van hanh (Quy tac 3.1 (Trao d6i théng tin) theo
Quy ché thuyec thi BT).
* Né&u Bén tham gia BT da giri thong bdo can thiét dén Van phong Quoc té WIPO,
cam doan rang IDA tuong lai tuadn thid cac yéu cau cua BT thi Van phong Quoc té
sé khong xem xét viéc xac nhan tuan thu cua Bén tham gia BT.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Sau khi nhan dwogc van ban tuyén bo chinh thire tir mot Bén tham gia BT vdi
nhitng thong tin duwgc yéu cau bdi BT, Van phong Qudc té sé cong bo viéc thanh
lap IDA moai.

* Hudng dan vé BT va IDA cla ching tdi dwa trén gid dinh rang — vai tw cach mot
Bén tham gia BT — Viét Nam quan tam tim hiéu nhitrng khia canh thuc tién cua
kha nang thanh [ap mo6t IDA trén [anh tho cua minh.
Canad'a' In Partnership with Cowater IH(:‘.%? IAPC




EDM ‘ Expert Deployment Mechanism for Trade and Development

e M6t B&n tham gia BT ¢ thé ndp don khiéu nai mét Bén khac néu IDA cla Bén
dd khoéng tuan thd day dd vai cac yéu cau cia Piéu 6 BT. Don khiéu nai d6 phai
dwoc giri dén Pai hdi dong (thanh phan la dai dién cta cac Bén tham gia BT).

* Pon khiéu nai phai bao gdm mot yéu cau dén Dai hdi dong hodc cham dirt hoadc
thu hep thadm quyén cda IDA bij khi€u nai, chi gidi han trong mét s6 loai chiing vi
sinh nhat dinh. Trinh tw thud tuc khiéu nai dwoc quy dinh tai Diéu 8(1) BT.

i+l
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EDM ‘ Expert Deployment Mechanism for Trade and Development

« Diéu 8(1)(b) quy dinh mot budc trung gian bat budc phai thuc hién, theo dé bén
khi€u nai phai théng bdo — qua Tong Giam déc WIPO — ly do cda viéc khiéu nai.

* Sau d6, bén bj khi€u nai c6 6 thang ké tir ngay théng bdo dé ti€n hanh bién phdp
khac phuc va, qua d6, tranh dugc viéc khi€u nai phai dua ra giai quyét & Dai hoi
dong.

* Theo quy trinh khiéu nai, Pai hdi déng cé quyén huy bo cdng nhan dia vi IDA cla
mot IDA bi khiéu nai khi c6 2/3 s6 phiéu tan thanh cta thanh vién BT.

* Hodc, Pai hdi dong c6 thé quyét dinh han ché pham vi thAm quyén cda IDA bi
khiéu nai dé chi gidi han trong viéc ti€p nhan mot sb loai ching vi sinh nhat
dinh.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Cho du c6 hay khdong cé mot don khiéu nai d3 ndp theo Diéu 8(1) BT, Thanh vién
BT d3 thanh Iap mot IDA trén |13nh thé clia minh van cé quyén rut bo hodc han
ché tuyén bd ban dau cda minh vé su tuan thu cda IDA vdi cac yéu cau cua BT -
Piéu 8(2).

* Do dd, Thanh vién BT cd thé — bat ki lic nao — chdm dut dia vi IDA clia mét td
chire lwu gitr ching vi sinh cdia minh hoac thu hep dia vi d6 (thong qua han ché
tham quyén cdia td chirc d6 chi trong mot so loai ching vi sinh nhat dinh).

e Co ché nay cho dén nay duwoc str dung thuong xuyén badi cac Bén tham gia BT. Su
ton tai clia co ché nay cd thé la nguyén nhan li gidi vi sao co ché khiéu nai tai
Piéu 8(1) BT chwa bao gio duwoc st dung.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

e CacDiéu cla Hiép wdc BT tuwong irng vdi chu dé ndi dung

T e

BT Diéu 6(2) Cac yéu cau doi vdi mot IDA
BT Didu 8(1) Cham dit va thu hep dia vi IDA —
bdi mot Bén BT khac
BT Didu 8(2) Cham dit va thu hep dia vi IDA —
. b&i chinh Bén BT thanh 1ap IDA
BT Diéu 7

Dé nghi cdng nhén dia vj IDA
Quy tic 3.1 cla Quy ché BT

Van ban chi dinh IDA mdi tir Bén
tham gia BT
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EDM ‘ Expert Deployment Mechanism for Trade and Development

Bé&n tham gia BT mu6n thanh Iap mét IDA phai dua ra nhitng cam doan, dam bao
rang IDA do sé:

* chap nhén cac “chung vi sinh” cho muc dich nop lwu;

* |wu gitr cac chung vi sinh ndp lwu mot cach an toan;

* cung cap mau ching vi sinh ndp lwu theo quy dinh cla BT; va

e bo tri cdn bd va ngudn luc cho IDA dé IDA cé thé thuce hién cac chirc ndng
cua minh theo BT.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Y nghta cla thuat ngi¥ “ching vi sinh” trong BT dwoc xac dinh tuy theo tirng IDA
cu thé.

 Dién gidi nay duoc phan anh tai Quy tac 3.1 (b)(iii), Quy ché Thwc thi BT — theo
d6, khi dé nghi cdng nhan dia vi IDA cho mdt t6 chirc lvu gitt, néu t6 chirc dé dy
ki€n chi chap nhan mot sé loai chdng vi sinh nhat dinh thi diéu nay phai duoc
néu rd trong van ban chi dinh IDA theo quy dinh tai Diéu 7(1).

* Y nghia thuc té clia thuat ngl “chldng vi sinh” thud'ng bao gdm ca nhitrng vat liéu
khac nhu plasmid, dong té bao, ndm sgi, ndm men, RNA, té bao hybridoma, té
bao dong vat va té bao thuc vat.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Diéu nay thé hién & cic loai vat liéu duwgc chap nhan béi nhirng IDA ma chung toi
nghién ctru trong bao cao nay.
e Vidu, Coquan cé thAm quyén luu gitr chdng vi sinh quéc té Canada (IDAC) chap
nhan nhirng loai vat liéu sau:
> Vikhuan
> NAam soi & ndm men
» Cac dong té bao (bao gdm ca ching cay té bao dong vat), té bao hybridomas va
thwc khuan thé
> Cdc plasmid, phage, va DNA tai t6 hop (rDNA)
» Cacvirus dong vat
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EDM ‘ Expert Deployment Mechanism for Trade and Development

Loai vat liéu sinh hoc duoc chdp nhan bdi nhirng IDA trong bdo cdo nghién ciru

X X X X

VTGUED

N3am s¢i/ndm men X X X
Chung cdy té bao X X X X
Plasmid/phage X X X
Virus dong vat X
Hat giéng X
Tao X
IDAC Co quan Lwu gitr Chang Vi sinh Quéc té cia Canada
CBA Ngan hang Té bao Australia
NMI Vién Do lwong Quéc gia Australia
NPMD Co quan Lwu gittr Chang Vi sinh cho cdc Tha tuc Sang ché Ca hai duoc dat tai Phong Thi
thudc Vién Céng nghé va D&i mdi Quéc gia nghiém Vi sinh Qudc gia cua
IPOD Co quan Lwu gittr Chang Sinh vat Qudc té cho cac Tha tuc Nhat Ban
Sang ché
Canada
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EDM ‘ Expert Deployment Mechanism for Trade and Development

1. Loai phong thi nghiém duwoc stir dung — bao gom ca cap dé an toan sinh hoc
(BSL) ctia phong thi nghiém — |3 mot yéu td cd thé thu hep khai niém ching vi
sinh trén thuc té. Cac co sé& cd thé chi chap nhan nhirng loai vat liéu sinh hoc
ma co thé luu gilr & cac cdp do an toan cla phong thi nghiém. Vi du:
> CBA s& khéng chap nhan nhirng chiding sinh vat bién déi gien thudc nhdm an toan sinh hoc

cap BSL-3 hodc BSL-4.

> Gidng nhu CBA, IPOD chi chdp nhan nhirng vat liéu sinh hoc thudc nhém an toan sinh hoc
thap hon BSL-3 va khdng chdp nhan nhirng hon hop cé chira chang vi sinh chwa xac dinh
va/hodc khéng thé dinh danh

> Mac du NPMD ch&p nhan nhirng vat liéu khac so v&i IPOD (va CBA), co quan nay ciling chi
chap nhan vat liéu & cap do an toan sinh hoc BSL-1 hodc BSL-2.
* Nhu vay, loai phong thi nghiém noi dat mot IDA cu thé sé la mot yéu té nira xac
dinh y nghia thwc té cda thuat nglr “chdng vi sinh” di v&i Bén tham gia BT cé
IDA do.
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EDM ‘ Expert Deployment Mechanism for Trade and Development

2. Khoilugng vat liéu duoc yéu cau bdi mot IDA

« Khéi lvgng hay s6 lugng vat liéu yéu cau cho moi loai chiing vi sinh ndp luu s& — mét [an nira — phu
thudc vao yéu cau cla tirng IDA

« C4 thé thay diéu nay trong su khdc biét vé khdi lwvong vat liéu duoc yéu cau bdi moi IDA dudi day.

IDAC A | Nw | NPwD__ | ___POD

Chiing vi sinh 10 (0,5 ml mdi don vi 6 (khéi lwvgng di cho 10 éng vial/dng nghiém
mau) lwu gitr) 5 6ng thach sau hodc
thach nghiéng
Plasmid/vector khdng 25 6ng vial (100ng 10 8ng vial/6ng nghiém
trong vat chu mdi 6ng) 5 &ng thach sdu hoac
thach nghiéng
DI TR L LA e R 25 (2-6 triéu mbidon 12 6ng 12 éng 5 &ng thach nghiéng
bao vi mau)
Virus dong vat 25 (1 ml mbi don vi
mau)
Hat giéng 10 g6i/25 hat mbi goéi
10 6ng nghiém hodc 5
ong thach sau
Canada
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EDM ‘ Expert Deployment Mechanism for Trade and Development

3. Cacyéu to han ché khac la:
e Cdac quy dinh han ché& xuat nhap khau

e Cac han ché bat ngudn tr quy dinh cla BT:
> Diéu 3 —thdng qua loai vat liéu ma Bén thanh 1ap IDA quyét dinh rang IDA sé chap nhan.
> Diéu 8 —thdng qua quy trinh tha tuc cho phép mot Bén,tham gia BT cd thé thu hep loai vat
liéu ma moét IDA s& chap nhan. (Lwuy rang, theo Quy tac 3.3 ctia Quy ché Thuc thi BT, mét

Bén tham gia BT ciling c6 quyén ty do di theo hudng nguoc lai, theo dé Bén tham gia BT ¢6
thé md& rong loai ching vi sinh sé& duoc chdp nhan béi IDA.)
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EDM ‘ Expert Deployment Mechanism for Trade and Development

e BT yéu cau mot IDA phai lwu gior chung ndp luru trong thoi gian it nhat 5 ndm ké

tlr ngay clia yéu cau cung cap mau gan nhat déi vdi chdng ndp lwu, va tdéng thoi
gian it nhat 30 nam ké tir ngay ndp luu.

* Trong sudt thoi gian d6, IDA phai lvu git chiing ndp luu véi “su can trong can
thié€t dé dam bao ching vi sinh ndp Ivu duy tri dugc kha ndng séng va khéng bi
tap nhiém”. (Quy tac 9.1)

* Nguoindp lwu co trach nhiém cung cap du vat liéu lién quan cho toan bd thoi
gian ma chung sé duoc lwu gilr.

e Né&u chung cay hodc vat liéu sinh hoc khdc mat kha nang séng hodac bi tiéu huy
trong thoi ki lwu gilr, ngudi ndp luu cé trach nhiém thay thé vat liéu ndp lvu dé
bang vat liéu con kha nang song (tic la, bang vat liéu ndp lvu “méi”).
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* MOt IDA con phai kiém tra kha ndng séng cta chdng vi sinh ndp lwu “ngay” khi
ti€p nhan ching ndp luu goc hodc ndp luu thay thé (ndp luvu “mai” theo BT).

* IDA con phai kiém tra cdc mau lwu gilt tai co s& cia minh “theo dinh ki hop li,”
tuy thudc vao vat liéu luu gitr va diéu liéu luwu gitr, va tién hanh kiém tra kha
nang song theo yéu cau cla ngudi ndp lwu tai bat ki thdi diém nao.

* MOt sO khia canh cia thoi han 30 ndm ndi trén hién dang dugc thao luan bdi cac
IDA va WIPO.

> Vidu, mot cadu hdi dang dwoc thdo luan la diéu gi sé xay ra vdi chiing ndp luu khi hét thoi
han 30 nam, va

> MOt chi dé khac dang dugc thdo luan 13 viéc gidm thoi han nay cho nhirng trudng hop ma
rd rang la nguoi ndp lru khéng con ton tai nira hoac khdng con quan tdm dén viéc duy tri
bang sang ché lién quan dén chdng ndp lwu.

> BT hién khdéng dé cép gi vé ca hai van dé nay,
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EDM ‘ Expert Deployment Mechanism for Trade and Development

« MOt yéu t6 chi chét khi cdn nhac viéc thanh 1ap mot IDA 1a s6 trudng hop ndp
lvu ma IDA ki vong sé tiép nhan.

e Nhuw cé thé thay tir cac IDA trong bdo cdo nghién clru, con sé nay cé thé kha nhd.

oA | 2017 2018 2019 | 2020 | 2021

IDAC 15 39 36 38 44

0 2 1 0 4
D s 0 26 24 49
| NPMD [TV 113 108 114 126
(1pOD IV 12 13 10 18
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EDM ‘ Expert Deployment Mechanism for Trade and Development

* Viéc ndp luu chdng vi sinh theo BT dwoc thuc hién theo phap luat sang ché quoc
gla no' ngu’o‘l nop lwu dang nOp don dang ki sang ché. biéu nay sé& bao gédm yéu

cau cung cap mau vat liéu ndp lwu cho cac bén [th ba] cé quyén hop phap theo
phap luat qudc gia do.

* Quy tac 11 chia Quy ché Thuc thi BT cho céc bén thi ba biét nhitng yéu cau ma
ho phai tuan thu khi dé nghi cung cdp mau ctia moét ching ndp luwu.

* D3bi vdi cac IDA, mot yéu cau mau chét 1a ho chi phai cung cAp mau vat liéu ndp
lwu cho nhitng bén cé quyén hop phap ro rang duoc dé nghi cung cdp mau va
nhan mau theo cac quy dinh cua BT.

Canada
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e Cdac IDA sé khdng biét liéu mét bén thi ba cu thé cd quyén hop phdp dé duoc
nhan mau cla mot chdng vi sinh ndp lvu cu thé hay khdng; vi thé, BT quy dinh
rang IDA chi phai cung cap mau ndp lwu clia mét chiing vi sinh cu thé néu dé
nghi cung cadp mau cé kém theo van ban cho phép clia ngudi ndp lvu hodc xac
nhan tl IPO ¢4 lién quan (tic la IPO dang xr ly don dang ki sang ché cho vat liéu
dwoc dé nghi cung cap)

e Cac IDA c6 thé dé ra thém yéu cau cda riéng ho khi x¢ li nhirng vat liéu sinh hoc
c6 nguy co’ gay hai. Chang han, IDAC lvu y rang khi mau duoc dé nghi la vat liéu
sinh hoc thudc doi twong diéu chinh cda cac quy dinh quan ly nha nudc vé an
toan va strc khoé, IDAC s& chua glti mau cho dén khi xac nhan duoc rang bén dé
nghi cung cdp mau cé kha ndng tuan thu véi cac quy dinh dé.

Canad"él'

Project undertaken with the financial

support of the Government of Canada
vided through Global s Canada

In Partnership with

Cowater IPAC = IAPC



EDM ‘ Expert Deployment Mechanism for Trade and Development

e B4 tri nhan sy phu hop cho mdt IDA la mdt nghia vu cé tinh lién tuc.

« Diéu 6(2)(ii) yéu cau rang mot IDA “phai cé nhén sw va co sé& vat chét can thiét,
nhu duwoc quy dinh trong Quy ché, dé thuc hién cdc nhiém vu khoa hoc va hanh
chinh ciia minh theo Hiép udc nay.” (phan in nghiéng nhan manh 1a do tac gia
thém vao).

e Cacyéu cau nay duoc gidi thich ki hon va chi tiét hoa trong Quy tac 2.2, theo d6:
(i) nhan sy va co sé& vat chat cha bat ki co quan cé tham quyén luu gilt chiing vi sinh qudc té
nao phai cho phép co quan do lvu giit chung vi sinh ndép Ivu sao cho dam bado chiung duy tri
dwoc khé ndng séng va khéng bi tap nhiém:;

(i) moi co quan cd thadm quyén lwu gitr chdng vi sinh quéc té phai — vi muc dich lwu giit cac
chdng ndp lwu — cung cap cdc bién phdp bdo vé an toan déy di dé giam thiéu nguy co that
thodt chung vi sinh np luu tai co quan dé. (phan in nghiéng nhan manh do tac gia thém vao)
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* Nhan su cla IDA s& la mot ddi ngli véi nhiéu chuyén mén khac nhau dé thuc
hién nhirng chirc nang khoa hoc va hanh chinh thudc nhiém vu ciia moét IDA. Doi
ngli d6 bao gdm cac nha khoa hoc va nhan vién phong thi nghiém cé6 kha nang
lam viéc & cac cap dé BSL/CL phu hop trong mot co s& phong thi nghiém cu thé
va co trinh d6 chuy@&n mén phu hop dé tiép nhan vat liéu sinh hoc ndp lvu ¢
kha nang gay nguy hiém.

e Pbingli dé con phdi cé nhan vién hanh chinh dé dadm nhan nhirng chirc nang
hanh chinh cla mot IDA, chang han cap va tiép nhan cac biéu mau, to khai
WIPO theo BT, |ap yéu cau thanh toan va thu cac khoan phi cho cac dich vu ma
IDA cung cap.

Cowater IPAC = IAPC
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 Bat ki IDA nao ciling s& can dén mdt s6 ngudn luc bd sung, ho tro tir cac don vi
khac trong clung co s& phong thi nghiém noi dat IDA (gidbng nhu truong hop cla
IDAC dwoc ho tro bai cac don vi thudc NML). Cac dich vu hodc chirc nang ho trog
dé codthéla:

San xuat moi truong nudi cay

Van chuyén va ti€ép nhan tiéu ban

Theo ddi va bao tri phong Iwu mau vi sinh

An ninh

Lap hod don va quan ly cac khoan phai thu

Dich vu nudi cdy cho cac té bao hybridoma va mot s6 chang virus

YV VYVYYVYYVY
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* Ngoaira, con cd nhirng dich vu hodc chirc nang ho trg thudng xuyén, lién tuc
khac co y nghia dac biét quan trong tw géc do an toan. Do la:
» Chirng nhan thiét bj va cap d6 an toan sinh hoc trong cac phong thi nghiém ma IDA sl
dung, va
» Bao dudng, duy tri cac may phat dién duy phong dé phong ngra khi nguén phat dién
thwong xuyén bi cat.

“Tinh chat ctia cac hoat ddong IDA gan v@i dich vu cdng hon la hoat ddng thwong mai.”

.......
ot Pubi Nbmiritratin it g
4 Cami iy

Canada
ct undertaken with the financial I n P a rtn e rS h ' p W Ith
support of the Government of Canada
thr lobal Affairs Canada.

Proje
uppol
provid

i 2
Slide 31 IPAC == IAP



EDM ‘ Expert Deployment Mechanism for Trade and Development

e Hé thdng BT cung cap cho cdc Bén tham gia BT quyén tuy nghi I&n trong cach
thirc cdc Bén tich hop co ché ndp lwu ching vi sinh quoc té vao hé théng phap
ludt qudc gia cta minh.

« Bén tham gia BT khdng cé nghia vu phai thanh 1ap IDA. M6i Bé&n tham gia BT déu
c6 quyén tu do thanh 1ap IDA, mién Ia IDA d6 tuan thd vdi cac yéu cau cda BT.
WIPO sé ton trong lua chon thanh 1ap IDA cua Bén tham gia BT.

e Cac Bén tham gia BT khac s& dé y theo ddi hoat ddng clia mot IDA mdi. Néu cd
van dé trén thuc té, cic Bén tham gia BT khéc cé thé bay td quan ngai cia minh
thong qua cac kénh ngoai giao.

i+l
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e Truwong hop IDA ciia mot Thanh vién BT cé van dé trong hoat dong, Thanh vién
dd co thé quyét dinh giai quyét van dé hodc bang cach chadm dit dia vi IDA cua
t6 chire lwu gilr ching vi sinh, hodc bang cach thu hep tham quyén IDA cla t6
chirc dé (vé cac chdng vi sinh ma té chirc dé ¢ tham quyén chip nhan ndp luu)
theo quy dinh tai Diéu 8(2) BT. Pay la mot quyét dinh trong pham vi quyén tuy
nghi cua Thanh vién BT da thanh lap IDA dé.

e NE&u cac van dé clia mot IDA van tiép tuc tiép dién ma khong dugc giai quyét,
van con mot phuong an gidi quyét khac, do 1a co ché dé mét Thanh vién BT ndp
don khi€u nai chinh thirc d6i véi mot Thanh vién BT khac vé viéc IDA cda Thanh
vién do khong tuan thd véi cac yéu cau BT. Tuy nhién, co ché nay cho dén nay
chwa bao gio duoc st dung.
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* Co6 mot s6 yéu té mang tinh thuc tieén can can nhac khi xem xét liéu cé thanh 1ap
mot IDA hay khong. Nhirng yéu to dd |a :

S6 truong hop ndp lvu ma IDA mdai ki vong sé ti€p nhan,

Dinh nghia “chidng vi sinh” ma IDA md&i dy dinh sé st dung,

Cac IDA hién hiru trong khu vu'c ma ngudi ndp lvu Viét Nam cé thé st dung,

Liéu IDA sé dugc thanh 1ap trong mot co s& hién hitru hay khong,

Kha ndng bd tri nhan su cho IDA — ca nhan sy ki thuat 1an hanh chinh,

Cac dich vu ho tro ma IDA c¢6 thé sir dung, cé thé trong ndi bd modt co s& hién hiru hodc bén
ngoai, va

Kinh phi lién quan dén tat ca nhirng yéu t6 trén.

YV VYV VY

Y
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e Haiyéu td ndi bt Ia:

1. Loai vat liéu sinh hoc sé dwoc chap nhan béi IDA — hé thong BT cung cap su
linh hoat cao cho mdt Thanh vién BT quyét dinh loai ching ndp lwu sé duoc
chap nhan bdi IDA ma Thanh vién dé thanh lap, bao gdm cac cap do nguy co
phong thi nghiém va phan loai an ninh ma ho san sang dung nap. Su linh hoat
nay cho phép mdt Thanh vién tuy chinh IDA ma minh mudn thanh [ap dé phan
anh cac cap dd dung nap nay. Cu thé hon, né cho phép mét Thanh vién tuy
chinh IDA ca minh phu hop v&i mot co s& phong thi nghiém cu thé phan dnh
cac cap d6 dung nap nay.
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2. SO lwong trwong hop ndp lwu du ki€n — con sb nay sé tac dong dén quyét
dinh thanh |p IDA theo it nhat hai cach:

Canad"él'
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(i) N&u con s& nay khéng 1&n thi cé thé nghiéng vé phuong an sir dung mét co’ s& phong thi
nghiém vi sinh hién hiru dé dat IDA. K& ca d6i véi nhirng Thanh vién BT tiép nhan s6 truong
hop ndp luu nhidu nhat nhw My va Trung Quéc, ching t6i thay rang ho hoic 1a sir dung céc t6
chirc nghién ciru chuyén nganh d3 chap nhan cac ching ndp lvu da dang trong mot thoi gian
dai, hodc la st dung cac phong thi nghiém qudc gia.

(ii) NEu con s6 nay khéng 1&n, cling cé thé cAn nhac mirc do san cé cha cac IDA & cac qudc
gia khac trong khu vwrc va mirc d6 thuan tién dé dang dé ngudi nop luru tiém nang & Viét
Nam va trong khu vic ¢ thé sir dung cac IDA dé.
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e Dua vao nhitng diém trinh bay & phan trén, chidng ta sé thao ludn nhirng van dé
can can nhac vé mat phap ly va van hanh ma quy vi quan tam.
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Xin cam on!
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LINK TO SURVEY
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