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Pa4nh gia mot s6 anh huéng cé thé ciia ban
dy thao hiép dinh thuong mai xuyén Thai Binh
Duong dén ti€p can thudc tai Viét Nam

Nguyén Nhat Linh!, Nguyén Thanh Huong?,
Tran Thi Gidng Huong’, Hita Thanh Thay*

Hiép dinh thuwong mai xuyén Thdi Binh Duong (TPP), hién tai vdi sy tham gia ciia 12 quéc gia mong
mudn thanh ldp khu vuc ty do thuong mai théng qua viéc xdy dung hanh lang phdp 1y chung trong
thwong mai da phuong. Tuy nhién, hiép dinh nay cé thé dnh huéng dén tiép cdn thudc tai cdc nudc
dang phdt trién nhu Viét Nam. Nghién citu nay dp dung phuong phdp dinh tinh théng qua phéng vin
sdu 20 chuyén gia két hop vdi s liéu thit cdp trong thoi gian tix thdng 7-12 nam 2013. Nghién citu
nhdm ddnh gid dnh hudng cé thé cé ciia mét s6 diéu khodn trong du thdo TPP1 dén tiép cdn thudc
nhdm cung cdp bdng chitng kip thoi cho viéc van djng trong qud trinh dam phdn tiép theo. Két qud
cho thdy néu mét sé' nji dung lién quan dén bdn quyén va dwgc phdm trong bdn thdo TPP khéng dugc
diéu chinh thi gid thudc sé tang, tiép cdn cong nghé dugc phdm mdi sé bi han ché, tix do gdy tré ngai
cho viéc hudng dén dat muc tiéu chdm sdc sic khée toan dan. Ngodi ra, co quan qudn 1y nha nudc
$€ phdi chiu nhiéu trdch nhiém mdi khi nguén luc con chua dii ddp iing ddn tdi chdt luong hoat dong
qudn ly bi dnh hudng. Viét Nam can ddc biét luu ¥ trong viéc dam phdn TPP dé cdc di¢u khodn khéng
gdy nén tdc doéng tiéu cuc dén muc tiéu cham sdéc siic khda toan dan ciia minh.

Tir khéa: Hiép dinh thuong mai xuyén Thdi Binh Duong (TPP), s& hitu tri tué, tiép cdn thudc, cong
nghiép Dugc ndi dia.

Evaluation of prospective impacts of
the Trans Pacific Partnership Agreement
on Access to Medicine in Vietnam

Nguyen Nhat Linh', Nguyen Thanh Huong?,
Tran Thi Giang Huong®’, Hua Thanh Thuy*

The Trans-Pacific Partnership Agreement (TPP), with current participation of 12 countries, aims at
establishing a free trade area by enforcing common regulations in all aspects related to multilateral
trade. However, the agreement possibly threats accessibility to medicines in developing countries
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such as Vietnam. A qualitative research using in-depth interview with 20 key experts combined with
desk study of secondary data was carried out from July to December, 2012. This research aimed to
gauge the prospective impact of various currently proposed articles in the proposall to access to
medicines in Vietnam to provide evidence for advocacy for upcoming negotiation rounds. Study
findings revealed that if the currently proposed articles are not changed, medicine price would
increase, and access to advanced pharmaceutical technological developments would be hindered.
Thus, it would create barriers to universal health coverage. Besides, government authorities would
be burdened by having more responsibilities while current capacity is yet adequate which might lead
to compromised work quality. Therefore, Vietnam should have a clear negotiating strategy to
minimize negative impacts on its own access to medicines. This is a unique research at this time to
provide evidence for Vietnam regarding pharmaceutical related articles in future rounds.

Key words: Trans-Pacific Partnership Agreement, intellectual property, access to medicine, local

pharmaceutical industry.

Tac gid:

1. Gidng vién bd mon Kinh t&€ va Tai chinh Y t&, Pai hoc Y t& Cong cong

2. Phé Hiéu trudng - Trudng khoa cdc Khoa hoc x4 hoi -Hanh vi & GDSK, Pai hoc Y t& Cong cong
3. Vu Trudng Vu Hdp tdc Qudc t&, BO Y t€

4, Gidng vién bd mon chinh sdch va phdp ludt y t&, Pai hoc Y t&€ Cong cdng

1. Pit van dé

Tai Viét Nam, vi€c ddm bdo cho ngudi dan, dic
biét ngudi c6 thu nhap thdp dugc ti€p cin véi chim
séc y t&€ va véi thudce (trong dé wu tién cdc thudc
thi€t y&u) 1a chinh sdch I6n cia Pdng va Nha nudc.
Trudc khi tham gia TS chifc thuong mai thé gidi
(WTO) Viét Nam c6 quyén ty ban hanh Luat s& hitu
tri tué (SHTT). Vi thé, ciing nhu rdt nhiéu qudc gia
khdc, Viét Nam khong ban hanh bdn quyén cho cédc
san phim dugc phaim d€ bido ddm cdc van dé siic
khde clia ngudi dan clia qudc gia minh [2]. Tuy
nhi€n, khi chinh thitc gia nhip WTO ngay
7/11/2006 nhu mdt qudc gia dang phat trién, Viét
Nam phdi c6 16 trinh chdp hanh nhitng quy dinh
trong hiép dinh vé bdo ho SHTT dudc goi la
Agreement of Trade-Related Aspects of
Intellectual Property Rights (TRIPS) tr thang 7

nim 2013 [3]. Mic di vay, TRIPS van cho phép cic
qudc gia c6 thé ty quyét dinh § mot mitc d6 nhat
dinh phit hgp véi bdi canh cu thé nhu quyét dinh
gidy phép cudng ché€ san xui't thudc trong diéu kién
kh&n cap, cdc hinh thiic nhip khiu song song va mot
s6 hinh thitc chuin bi sém cho san xuit thudc (thudc
gid ré -generics) ma khong phai ap dung diéu khodn
cia TRIPS [12]. C4c qudc gia phat trién va cdc tip
doan dugc phdm da qudc gia vi thé mong mudn day
mitfc d6 bdo ho SHTT xa hon nita vdi dé nghi
TRIPS+. TRIPS+ yéu ciu mé rong doc quyén ban
quyén, thim chi tao ra nhitng hinh thitfc méi tr4 hinh
cho bdo hd ddc quyén, dnh hudng tSi nhitng bién
phdp bio vé sttc khde cong dong [12]. Tuy TRIPS+
chua dugc chinh thitc héa trong WTO nhung mot s&
nudc dang phat trién nhu Trung Qudc, Brazil, cdc
nudc Trung My da phdi thuc hién nhitng quy dinh

Dy thdo hiép dinh dugc nghién citu la bdn ro ri sau vong dam phdn 14 tqi Leesburg, Virginia, USA tix 6-15 thdng 9, 2012.

12 quéc gia tinh téi thoi diém hién tai bao gé\m: My, Uc, New Zealand, Singapore, Malaysia, Brunei, Chile, Peru, Viét Nam, Canada,
Mexico va Nhdt Bdn (Wikipedia (Internet). Ldy tit URL: http://en.wikipedia.org/wiki/Trans-Pacific_Strategic_Economic_Partnership

ngay 10/5/2013.

Du théo hiép dinh dugc nghién citu la bdn ro ri sau vong dam phdn 14 tai Leesburg, Virginia, USA tix 6-15 thdng 9, 2012.
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nay do tham gia vao cdc hiép dinh thuong mai song
phuong riéng véi My va chau Au [12].

Hiép dinh TPP vé ty do héa thuong mai khu vuc
chau A Théi Binh Duong dugc chinh thidc dam phan
t¥ ndm 2010. Tinh dén vong dam phdn tha 18 tai
Malaysia thang 7/2013 da c6 12 qudc gia tham gia,
bao gébm MY, Uc, New Zealand, Singapore,
Malaysia, Brunei, Chile, Peru, Viét Nam, Canada,
Mexico va Nhit Bdn. Hiép dinh mong mudn ting
cudng thuong mai va du tu trong khdi cdc nude
thanh vién, thic day phat trién kinh t&, khoa hoc k§
thuat, phat trién co hoi viéc lam thong qua viéc thé
thitc héa nhitng quy dinh vé hanh lang phdp 1y chung
trong tit ca cdc linh vuc lién quan. Trong nhitng diéu
khoéan du thdo cta hiép dinh TPP dang dugc dam
phén kin, My thyc chat dang dua TRIPS+ vao. Néu
hi€p dinh dugc ky nhu hi€n tai, bén canh nhitng tac
dong tich cyc dé&n phat trién kinh t&€ nhd ty do héa
thuong mai, Viét Nam c6 thé phai d6i mit vdi nhitng
tdc dong tiéu cuc dén ti€p can thudc do nhitng diéu
khoan trong chuogng SHTT va minh bach quy dinh.
Cu thé 1a cdc diéu khodn vé lién két ndi dung céc
bing sing ché&, kéo dai thdi gian bdo ho bing sdng
ché, bai bd quyén phan d6i trude khi cAp bing sing
ch&, m& rong pham vi cip bing sidng ché, bdo ho ddc
quyén dit liéu, dam phdn gid dugc phdm [8], [9],
[13]. Phu luc 1 cung cdp tém tit vé dinh nghia va
pham vi quy dinh ctia cdc diéu khodn trong du thdo
c6 lién quan dén ban quyén dugc phim.

Vi su hd trg clia cia td chitc Oxfam America,
nghién cttu ndy dudc ti€n hanh nhim d4nh gid vé
mic dd dnh hudng c6 thé clia mot s& diéu khodn cu
thé trong du' thio hiép dinh TPP dé&n van dé ti€p can
thudc tai Viét Nam. K€t qud clia nghién cfu nhim
cung cAp biing chiing cho nganhy t€ va cdc bén lién
quan, gidp cho vi€éc vdn ddng trong cdc vong dam
phén ti€p theo d€ c6 thé han ch& nhitng ndi dung cé
dnh hudng tiéu cuc dén ti€p viéc cin thudc cia
ngudi dan ndi ri€ng va dinh huéng cham séc sic
khde toan din néi chung ctia Viét Nam.

2. Phuong phap nghién ciu

Nghién cttu dugc thyc hién tir thang 7 d&€n thang
12 ndm 2012 véi thi€t k& nghién cttu dinh tinh két
hop véi stt dung s6 liéu thit cap. Thong tin dugce thu
thap thong qua phdng van sau 20 chuyén gia tir cdc
co quan Chinh phd (Bo Y t€ (BYT), Cuc SHTT),
trudng dai hoc, vién nghi€n citu, bé€nh vién, doanh
nghiép, t& chitc phi Chinh phi. S& liéu dinh tinh thu

thap dugc tir phdng van sdu dudc gd biang va phan
tich theo chd dé st dung phan mém NVIVO7.

3. K&t qua nghién cifu

Nghién cttu cho thdy nhitng diéu khodn du thdo
ctda hiép dinh TPP c6 thé 4nh hudng dén 3 linh vuc
chinh 13 chifc ning quin 1y Nha nudc, sy phat trién
cong nghiép Dugc noi dia, gid dugc phdm thong
qua kéo daibdo ho ddc quyén va tir d6 han ché ti€p
can thudc tai Viét Nam.

3.1 Anh hudng dén chiic nang qudn Iy Nha nudc

Trong linh vuc dude pham tai Viét Nam, Cuc
SHTT thudc B6 Khoa hoc va Cong nghé qudn ly
ban quyén sdng ché€ va Cuc Quan 1y Dugc (QLD)
thuéc BYT qudn ly ding ky thudc. Hién tai hai don
vi chua ¢6 cd ché hoat dong két hgp d€ quin 1y ban
quyén dudc phdm. Khi du thio TPP dudc ky két,
diéu khodn vé lién k&t ndi dung biing sdng ché sé
yéu cau Cuc SHTT két hdp v6i Cuc QLD trong viéc
ra sodt lién k&t ciia toan by cdc biang sang ché lién
quan va chd dong bdo vé quyén 1gi cho ngudi gitt
bing sdng ché.

"Khi d6 ré rang la thit thach déi véi Cuc SHTT
s€ la rdt I6n vi trdch nhiém va khéi luong cong viéc
I6n vugt khd ndng nguén lyc hién tai. Luong don
tang ma Cuc sé phdi gidm dinh toan bé don lién
quan khi xét duyét mét don, thong bdo néu cé truong
hop vi pham hodc kién tung va dirng xét duyét cho
dén khi dugc gidi quyét". (PVS daidién Cuc SHTT).

"S€ phdi cé mét co ché phdi két hop mdi can dua
ra gita Cuc QLD va Cuc SHTT dé qudn 1y trong

Lienk€tndi | [Chircndng quan|
dungbangsang ly
ché N7

Kéo dai thdi
gian bang séng

*Thay d3i tréch nhiém
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che «Can ting curdng ning
R lwc chuyén mén
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A A s& ha tang dit liéu
quyen du lieu Han ché kha ning
. 02 ki€m sodét gia thudc
Binh gl,a; duoc cla Chinh phtl
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Hinh 1. Nhitng dnh hudng cé thé cé ciia cdc diéu
khodn ciia dy thdo hiép dinh TPP dén

chiic ndng qudn ly nha nuéc
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hoan canh mdi vi hoat dong hién tai cia 2 Cuc khong
thé ddm bdo trdch nhiém mdi nay”, (PVS dai dién
Cuc QLD).

Viéc 4p dung diéu khodn TPP chuyén toin bd
trach nhiém phdp 1y ciia ngudi ndp don sang phia cd
quan qudn ly. Gdnh ning con tr s§ lugng don xin
cip ban quyén

"Khi thi truong ciia tdt cd cdc nudc thanh vién
cia TPP tré thanh mét, chdc chdn sé luong don xin
cdp bdng sdng ché'tai Viét Nam sé tdng, tuy miic do
tang chua thé dinh luong cu thé trudc vi con phu
thugc rdt nhiéu yéu té" nhu siic mua, dé lon thi
truong, v,v ...P6 con chua ké dén viéc mé rong pham
vi cdp bdn quyén cho nhitng sdn phdm khéng théa
ddng ", (PVS dai dién Cuc SHTT).

Thém vao dé khong con cong cu hd trg tit bén
thit 3 d6i vé6i viéc gidm dinh don, (thong tin hd trg
gidm dinh tir bat ky tS chifc, c4 nhan khic co quan
quan 1y va cd quan, t§ chic ndp don), cong viéc
gidm dinh ctia Cuc SHTT niing né hon. Vé6i 21gidm
dinh vién c6 kh3 ning gidm dinh don bian quyén
dugc pham trong téng s6 60 gidm dinh vién va hé
thong thong tin hd trg con chua thda ddng, thdi gian
xét duyét sé kéo dai, nguy co chat lugng xét duyét
s& bi dnh hudng. PVS dai dién Cuc cho biét "Cuc sé
thite hién hét khd ndng ciia minh nhung nguy co chdt
lwgng thdm dinh bi dnh hudng la cé. Lanh dao Cuc
cdn it nhdt 5 nam cho chién lugc lanh dao va phdt
trién ndng luc nhan sy trude khi chinh thitc dp dung
cdc diéu khodn mdi ciia TPP, cu thé la dao tao trong
va ngoai nudc tai co quan qudn Iy SHTT cdc nudc
nhu My, Uc, Nhdt Bdn".

Diéu khodn TPP con doi hdi kéo dai thdi gian
bdo hd doc quyén trong cdc trudng hdp xét duyét
kéo dai ma khong quy dinh r6 pham vily do cda viéc
kéo dainay. Bén canh dé6 ciing khdng cho phép Viét
Nam st dung phuong phdp cdc khoa hoc dinh gid
dugc phAm ma phai cong nhan gid tri ciia batky san
phdm ban quyén ndo. Viéc cd quan quin ly mat di
nhitng cong cu phép 1y, quyén quyét dinh trén 1gi ich
clia qudc gia va bi dit thém ganh ning bdo vé 1di ich
cho nhém chii s6 hitu bin quyén déu din d&n hé qua
tiéu cuc gy tdn hai cho Idi ich cia cong ddng.

3.2 Anh huéng dén su phdt trién ciia cong

nghiép Dugc trong nudc

Néu hiép dinh TPP dugc ky két, véi mitc dd bdo
ho ban quyén va dif liéu mdi, tdc do ting vé so
lugng thudc generics (thudc gid ré, duge dua vao
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o
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Hinh 2. Nhitng diéu khodn ciia dy thdo hiép dinh
TPP c6 th€ dnh hudng dén cong nghiép
Dugc noi dia

san xuat theo ban quyén cda thudc phdt minh khi
ban quyén hét thsi han) dudc phép sidn xuidt sé&
gidm, khd ning ti€p cin cong nghé clia cdc doanh
nghiép (DN) Dudc sé& rat bi han ché.

"Cdc DN cang chdm tiép cdn cong nghiép mdi
thi cang kho khdn trong viéc phdt trién, hoan thién
vé ndng luc sdn xudt, nghién citu va phdt trién”,
(PVS chuyén gia doc 1ap vé Dudc)

Trong khi d6, hdp ddng chuyén nhugng cong nghé
thi qua dit 46 ma ning luc nghién cifu va phat trién
cla cdc doanh nghiép trong nude thi chua sin sang.

"Trong béi cdnh mdi, canh tranh ciia cong
nghiép Dugc trong nudc sé roi vao tinh trang khong
lanh manh vi ¢6 qud nhiéu nha sdn xudt ciing choi
trén 1 san choi cé gid tri thdp lai qud nhé hep. Diéu
nay khéng tét cho sy phdt trién ciia cd nén céng
nghiép cing nhu gdy kho khdn cho qudn Iy nha
nudc", (PVS chuyén gia tai trudng Pai hoc)

Thém vao d6, sip t6i mic do canh tranh trén
thi trudng thudc s€ khdc liét hon thdi gian qua vi
cdc tap doan dugc pham da qudc gia dang thyc hién
chién lugc kinh doanh méi "thi trudng thudc mdéi
ndi". Chi€n Iudc nay tip trung vao ting doanh s&
thong qua ting s lugng san phd&m bidn dugc chi
khong phai vao ting 1di trén mdi san phim. Vdi
chi€n lugec mdéi nay, s6 lugng thudc ngoai thim
nhdp thi trudng Viét Nam s€ ting nhanh trong thdi
gian tdi.

Thém vao d6, Chinh phi lai bi han ch€ trong
kha ning dim phdn gid, duyét phép sidn xui't thudc.
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Vi thé, cong nghiép Dudc s& khé cé thé ddp tng
chién ludc ndi dia héa cung duge phffm cua chinh
pht, thAm chi bi thu hep lai, nhat 12 khi m6 hinh
bénh tat cia ngudi dan ngay cang phitc tap din dén
nhu ciu cung dugc pham doi hdi rat cao vé ci s6
lugng va chitlugng. Hon ai hét, ngudi dan va Chinh
phti s& phdi gdnh chiu nguy co vé ti€p can thudc.

"DN sé& hodc phdi sdt nhdp vdi cdc DN trong
nudc khdc hay lién doanh véi DN nudc ngoai dé ting
nguon lyc cho ddu tu, hodc bi ddy khéi linh vice nary.
Thuec t& dén mike Ao nao con phu thugc nhiéu yéu to”,
(PVS dai dién Hi€ép hdi Dugc Viét Nam)

3.3 Anh huéng dén gid thuéc thong qua kéo

dai bdo h¢ djc quyén

Céc ndi dung diéu khodn vé lién két ndi dung
bing siang ch&, kéo dai thdi gian bdo ho biing sdng

;
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Hinh 3. Nhitng diéu khodn trong du thdo TPP cé
thé dnh hudng dén gid thuoc thong qua
kéo dai bao hé doc quyén

ch&€, m§ rong pham vi biing sdng ché& va bdo hd doc
quyén dit liéu déu c6 tdc dong kéo dai thdi gian bdo
hd ddc quyén clia san phdm duge pham. Piéu nay
s€ lam thudc generics chAm c6 mit trén thi trudng.
Bén canh d6, diéu khodn quy dinh vé dam phan gid
dugc pham han ché kha ning quyét dinh gid clia
chinh phii cho cdc dugc phdm luu hanh trong pham
vi qudc gia. Sy k&t hdp cla hai tdc dong nay din dén
viéc thdi gian ma giad dugc phdm cao sé& bi kéo dai
thém. Gi4 thudc cao sé& 4nh hudng truc ti€p t6i mitc
dd ti€p can thudc clia ngudi din bat ké thong qua
chi tr3 tién tdi hay thong qua quy bdo hiém y t&.
"Mé hinh bénh tdt ciia Viét Nam dang chuyén
ddn sang phia bénh khong truyén nhiém, nhung bénh

truyén nhiém vdn sé chiém gdnh ndng chii yéu trong
thdp ky téi ma thuéc cho bénh truyén nhiém doi héi
phdi duoc lién tuc thay déi theo sy bién héa ciia cdc
chiing virus, vi khudn, v.v... Néu bdo hé bdn quyén
nhitng thuéc mdi nay bi kéo dai thi chdt luong diéu
tri tai Viét Nam sé bi dnh hudng rdt lon", (PVS dai
dién BYT)

Céc ddi tugng phéng van déu thdng nhit nhian
dinh vé nguy co cia BHYT néu cac diéu khoan TPP
dugc 4p dung vi ban thin quy von di va dang khé
khiin giit k&t duw duong khi méi chi bao phu dugc 63%
dan s6. Trong d6, 60% ganh ning chi tra 1a cho thudc.

"Néu cdc diéu khodn ciia TPP dp dung thi chdc
chdn quy BHYT sé vé cing khé khdn. Gidi phdp chi
c6 thé la tang mitc déng hodc diéu chinh gidm goi
quyén loi. Tuy nhién cd hai gidi phdp dé déu khong
phit hop voi muc tiéu ciia BHYT toan dén", (PVS dai
dién BYT)

4. Ban ludn

Ciéc diéu khodn lién quan dén dugc phdm dudgc
dé cdp dén trong nghién citu nay déu tdc dong dén
chitc ning quan 1y Nha nudc trong dugc pham, sy
phét trién clia cong nghiép Dudgc, ting gid thudc.
Thém vao dé, mdi linh vuc bi dnh hudng lai tdc
dong chéo dén cdc linh vuc khdc cang de doa ti€p
can thudc tai Viét Nam sau khi TPP dugc 4p dung.

4.1. Anh huéng dén chiic ning qudn 1y

Nha nudc

Nghién cdu cia Kapczynski A va cOng su,
2011[7] cho thdy vdéi viéc 4p dung nhitng quy dinh
trén thdi gian x¢ 1y don cdp bing sdng ché trung
binh ciing nhu thdi gian bio hd ddc quyén cia thude
ARYV tai Nam Phi cao hon trung binh 10 nam so v&i
Malaysia, 12 nam so vdi Viét Nam, 20 nam so véi
Indonesia, v.v... Hién tai, thdi gian x& 1y don xin cap
bing sdng ché€ clia Cuc s& Hitu tri tué kéo dai trung
binh khodng 2 nim. Tuy nhién, néu sd lugng don
ting, yéu cau xét duyét ning né hon khi ngudn luc
khong dugc hd trg thém thi thdi gian xét duyét c6
thé ting cao, thim chi 13 chat lugng xét duyét giam
din dén nhitng ban quyén khong thda ddng. Trong
khi d6, diéu khodn kéo dai thdi gian bdo ho doc
quyén cia TPP khong quy dinh cu thé cdc trudng
hgp xét duyét c6 thé xin kéo dai bio ho va thdi gian
bdo ho dit liéu doi hdi dugce tinh tir thdi di€m thudc
dudc diang ky tai thi trudng méi. Viét Nam c6 thé sé
roi vao tinh trang cia Nam Phi néu thyc hién cédc
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diéu khodn tuong tu. Trong khi d6, Nha nudc khong
thé tao diéu kién cho doanh nghiép Dudc ti€p can
san xudt thudc generics hay nhip khiu thudc
generics thi gid thudc cao s& 4nh hudng dé€n chat
lugng diéu tri tai Viét Nam.

4.2. Anh huéng dén su phdt trién ciia cong

nghiép Dugc trong nudc

Hién nay tai Viét Nam, tinh hinh thudc thiét y&u
da dugc cai thién dang k€, dat mifc ddp dng cao tai
tuyén tinh va huyén, tuy ¢6 mot s& han ché tai tuyén
x4[1]. Nhin chung ty 1€ n6i dia héa da dat 50% trong
nhitng ndm trd lai day. Tuy nhién, ddng truéc mot s&
cong nghé sdn xuit thudc phdt minh mdi, phic tap
trén thé gidi, cdc doanh nghiép Dudc Viét Nam van
chura dd ngudn lyc d€ dau tw cong nghé va con ngudi
dé ddp tng san xuit. Trong thdi gian tdi, cic doanh
nghiép Dudc can dau tu vugt bic, cin chuyén giao
cong nghé va trao ddi dao tao va nhitng hd trg vi mo
tir Chinh phii d€ phat trién thi trudng.

Tuy nhién, khi TPP dugc 4p dung thuc chit yéu
cau cd quan quin 1y Nha nu6c bdo vé quyén 1di cla
ngudi ndm ban quyén thay mat ho. Trong khi do,
theo s6 liéu cda Cuc SHTT, sd lugng ban quyén
dugc phéfm do t8 chitc, cd nhian Viét Nam nim
khong vugt qua 10% téng s6 ban quyén con gid tri.
Viy thuc chdt cd quan quan 1y Nha nudc phdi bdo
vé doanh nghiép Dugc qudc t&€ ma khong duge phép
cho cdc doanh nghiép chudn bi truc sdn xut thudc
generics khi bdn quyén siap hét han, khong dugc dé
cdc doanh nghiép ti€p cdn ho so thit nghiém thudc
trong giai doan bdo hd ban quyén va dit liéu dé
nghién cttu thudc generics. Nha nudc khong nhitng
khong thé hd trg ma lai bi han ché kha ning clia
minh khi€n cong nghiép Dudc cé thé khong nhitng
khong ti€p tuc phét trién dugc ma nhiéu doanh
nghiép sé phai giai thé, sit nhap trong bdi cinh
canh tranh khic nghiét hon. Muc tiéu ndi dia héa
cung Dugc phim ciia chinh phii sé& bi thach thic..

4.3. Anh huéng dén gid thuoe thong bao kéo

dai bdo hé djc quyén

Vén di hién tai thudc dugc dwa vao thi trudng
Viét Nam d3 cham hon nhiéu so vdi thdi diém xuat
hién trén th€ gidi (IMS Health, 2012, xem Hinh 4).
Néu nhitng diéu khodn du thio TPP ¢6 hiéu luc, ti€p
cin thudc vdi mic gid c6 thé chi trd tai Viét Nam
s& con sau khi bio ho doc quyén trén thé gidi két
thic mot khodng thoi gian bao ho dit liéu cong thoi
gian xu 1y don.

Trén thé€ gidi, mot sd qudc gia khi 4p dung
nhitng quy dinh lién quan d&€n dugc pham sau khi ky
k&t hiép dinh thuong mai véi M§ déu thay dnh
hudng tiéu cuc t6i ti€p can thudc. Tai Jordan, ti
2001 d&n 2009 bdo hd ddc quyén dit liéu din dén
gid thudc ting 20%][7]. Riéng d6i v6i mdt s6 thudc
diéu tri ung thu va bénh lién quan dén tim, gi4 thudc
ting 2 d&n 10 1an. Con tai Guatemala, tir 2005 bdo
ho doc quyén dit liéu 1am gid thudc diéu tri ddi thdo
dudng ting 3 t6i 10 1an[2].

Tién danh cho thudc ctia Viét Nam hién tai von
rat khé khin cho du chi trd tir tién tdi hay thong qua
BHYT [6], [11]. Vi thé&, néu gid cdc thudc doc
quyén van ti€p tuc va cang dudc gilt § mic cao lau
thi van dé ti€p can thudc clia ngudi bénh s& cang tré
nén khé khin, dic biét véi mot s6 nhém bénh nhu
HIV/AIDS, ung thu.

Diéu tri HIV/AIDS tai Viét Nam st dung thudc
phéc db bac 1 véi gid 365 USD cho nam diu tién va
312 USD cho cdc nim tiép theo tuy thdi gian bdo ho
van con hiéu lyc[2]. Du vay, mifc gid ndy van rat cao
0 v4i mic thu nhap trung binh qudc dan. Trong thdi
gian tdi, wdc tinh s& lugng ngudi khang thudc phic dd
1 s& ting nhanh dn d&n nhu ciu vé thudc phic dd bac
cao hon. Thudc phéac d6 bac 2 hién dang c6 khodng
2,7% bénh nhin st dung dugc bén tai Viét Nam vé6i
muiic gid vu ddi cia Abbot 1a 740 USD/ngudi/nim
trong khi gia thyc t& 12 1000 USD/ngudi/nim (Cuc
AIDS). Cho t6i nay tai chinh cho hoat dong phong
chong HIV/AIDS tai Viét Nam phu thudc chi yéu
vao vién trg nudc ngoai. Tuy nhién, khi Viét Nam trg
thanh qudc gia c6 thu nhap trung binh nim 2008, tt
cé nhitng ngudn vién trg nay s& dan gidm xudng theo
cam két quoc t&. Thém vao d6, mdi chi c6 53% ngudi
16n va 83% tré em dang mic bénh (2011) dang dudc
diéu tri [5]. Vi vay khi vién trd bi cit gidm, muc tiéu
bao phd diéu tri ting 1én, s& Iugng bénh nhan doi hoi
diéu tri phdc dd bac cao ting thi Chinh phii Viét Nam
s& gip kho khiin rat 16n d€ hoan thianh muc tiéu thién
nién ky vé HIV/AIDS.

Diéu tri ung thu tai Viét Nam con vd cliing han
ché& vi chi phi diéu tri nim ngoai khd ning chi tra
clia phan dong dan s6. Theo s6 liéu vé ganh ning
bénh tit va t¥ vong tai Viét Nam, 2008[10], ung thu
1a mot trong 5 nhém bénh c¢6 gdnh ning 16n nhit.
Tuy nhién gid tri thi trudng cda thudc ung thu chi
chi€m 3% t6ng gid tri thi trudng thudc. Hai con s&
nay phan nio cho thiy sy chua tuong xidng vé nhu
cau diéu tri va tiéu thu thudc ung thu tai Viét Nam.
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Nghién citu cho thdy ndi dung cia ban du thdo
hiép dinh TPP cé mot s diéu khodn lién quan dén
dudc pham c6 thé 4nh hudng tiéu cuc dén ti€p can
thudc tai Viét Nam thong qua nhitng tic dong dén
chifc ning clia cd quan Nha nudc, su phat trién clia
cong nghiép dudc trong nudc va thsi gian bdo hd
ddc quyén duge pham. Nhitng linh vyc trén lai tic
dong chéo dén nhau lam ting 4nh hudng tiéu cuc
dén gid thudc, chat lugng diéu tri, cdc muc tiéu bao
phii bdo hi€m y t&€ toan din ma Viét Nam dang
huéng t6i. Pay 1a nghién ciu dau tién dugc ti€n
hanh d€ d4nh gid dnh hudng ma nhitng diéu khodn
du thdo cda hiép dinh TPP c6 thé tic dong tiéu cuc
dén ti€p can thudc tai Viét Nam nhim cung cip
thong tin cho doan dam phdn, cho cdc nha qudn ly
Dudc Viét Nam dé bao vé cho quyén Idi cia cong
ddng. K&t qua nghién citu cling cho thdy Viét Nam,
cu thé 1a BYT nén c6 nhitng hoat dong chi dong
ddnh gid cu thé nhitng hiép dinh thuong mai dang
dam phdn véi sy tham gia clia tt cd cdc bén lién
quan d€ cung cap bing ching van dong d€ Chinh
phti ¢6 thé can nhic giita nhitng 1gi ich thuong mai
va dnh hudng tiéu cyc dén dinh huéng chim séc stic
khde toan din néi chung cia Viét Nam trong bdi
canh ting cudng hoi nhap qudc t& hién nay.

Loi cdm on

Nhém nghién cifu chin thanh cdm on t8 chic
Oxfam America da gitip d8 chiing tdi vé kinh phi va
trao d6i vé chuyén mon trong khi thuc hién nghién
cttu. Chiing t6i cling xin giti 151 c4m on t4i tit cd cdc
cd nhan, t§ chic da chia sé quan di€m clia minh dé
chiing t61 hoan thanh nghi€n ctu nay.

Phu luc 1

Nhitng diéu khodn dy thio cda hiép dinh TPP
lién quan dén ti€p can thudce [5], [6], [12]

Lién két ndi dung cdc bing sdng ché : yéu cau
so sdnh noi dung ctia cdc bing sdng ché cé lién
quan dén nhau

DPiéu khodn nay

- Khong cho phép thude dudc ding ky néu thudc
nay st dung dit liéu 1Am sang cta thudc phat minh
van dang trong thdi gian bdo ho ddc quyén dif lidu.

- Doi héi Nha nudc phai chd dong ki€m tra lién
k€&t ndi dung cdc bing sdng ché trong cdng tdc quin
1y diang ky thudc. Piéu nay s& din dé€n chim cap
phép ding ky cho thudc, dic biét trong bdi cdnh han
ché& vé ngudn lyc clia cd quan Nha nudc hién tai.

- Tao diéu kién cho ngudi s3 hitu bing sdng ché
st dung cdc thd thuit kéo dai thdi gian bdo hd doc
quyén.

Cdc thii thudt kéo dai thoi gian bdo hd
déc quyén bao gom:

- Thay d6i dang thi hinh cda hgp chat

- Thém hgp chit, mudi

- Chi dinh/cdch dung méi

- K&t hgp cdc hgp chat

Kéo dai thoi gian bdo hé bing sdng ché

Diéu khodn nay doi héi kéo dai thdi gian bdo hd
ddc quyén trén mic 20 nim trong cic trudng hop
viéc xét duyét va ki€m tra don xin cdp bing sing
ché bi kéo dai.

Bdi b6 quyén phdn doéi trude khi cdp bdng sdng ché

Quyén phdn ddi trude ciAp bing sdng ché cho
phép bén tht 3, bat ky t8 chifc, c4 nhan khdc cd
quan quan 1y va co quan, t§ chitc ndp don, c6 thé gt
phan hdi vé don xin cip biing sdng ché dé€n cd quan
¢6 thim quyén vé tinh phii hgp clia sdn phadm. Diéu
khodn du thdo TPP doi hdi bdi bé quyén nay.

Mé réng pham vi cdp bdng sdng ché

Dbiéu khodn niy gidm mitc doi héi tinh ting dung
cong nghiép clia san phadm va cho phép don xin cap
bing sdng ché& dudc chap nhin ddi vé6i cd nhitng chi
dinh mdi clia nhitng dugc phdm cii, hodc cho nhitng
thay d6i khong ddng k€ trén nhitng dugc phaim da
ding ky (nhu thay ddi cdu tric, thay d6i dang thi
hinh, v.v...)

Diéu khodn nay gidp cdc cong ty dé dang hon
nhiéu d€ xin dugc bio ho biing sdng ché& cho nhitng
san phadm khong thda ddng.

Bdo hé doc quyén dit liéu

Diéu khodn nay ddi héi bdo ho tinh tir thdi diém
ding ky thudc tai thi trudng méi

- {t nhat 5 ndm bdo ho dit liéu vé toan bd thong
tin hiéu qud va an toan thudc ma cong ty cung cip
khi ding ky sdn phim, k€ ci nhitng thong tin di
dugc cong bd

- Kéo dai it nhat thém 3 nim bdo hd doc quyén
vé thong tin khi mdt chi dinh mdi, hodc cich diing
méi duge cong bd cho nhitng sdn pham cii.

- Ngin cAm Chinh phu st dung gid'y phép cudng
ché trong thdi gian con bdo ho doc quyén dit lidu
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Di¢u khodn nay sé kéo dai thdi gian bdo ho,
han ché& thudc ¢6 mit trén cdc thi trudng khdc thim
chi vurdt qud thdi gian doc quyén tai qudc gia thudc
ra doi.

Dam phdn gid dugc phdm

Diéu khodn nay can thiép vao qud trinh quyét
dinh gid dugc phdm va han ché kha ning dinh gid
dudc phdm clia chinh phii mdi qudc gia dua trén cdc
phuong thirc khoa hoc.
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