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S THAM GIA VAO THU NGHIEM LAM SANG VAC XIN SOT XUAT HUYET
GIAI DOAN il CUA TRE 2-14 TUOI TAI LONG XUYEN VA MY THO NAM 2011
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Nguyen Thi Kim M§$?, Pham Thu Van?, Lé Dang Ngan®, Pham Phwong Trin?,
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"Vign Pasteur Thanh phé Ho Chi Minh

*Trung tim Y té dy phong Tinh An Giang

3Trung tim Y té dw phong tinh Tién Giang

TOM TAT

Nghién ctru nham ma t& quy trinh tuyén mo va xac dinh ti & tham gia nghién ctru ciia déi twong sau truyen
thong tuyén md clia thir nghiém lam sang V&c xin s0t xuat huyét giai doan Il trén tré khoe manh 2-14 tudi &
Long Xuyén va My Tho tir thang 9-10/2011. Truyen théng dai ching da nham dén 35.954 hoc sinh tai cac
trwdng tiém néng va da co 14.357 phu huynh (chlem 40%) quan tdm ngo y dw hop. Trong dé, chi c6 41%
ngudi dén hop (5973 ngudi) va chiém 16,5% tdng s6 tré tiém nang. Sau khi dw hop, 54% ngwoi phan hoi
s& tham gia nghién ctru, va dén ngay thu tuyén chi co 2335 tré dworc thu tuyen theo dung c® mau dw kién,

chiém 72% ngudi phan hdi tham gia. Tém lai dé thu tuyén dwo'c da co mau tré 2-14 tudi cho ther nghlem
lam sang giai doan Il tai vung dd thi & khu vue ph|a Nam, can c6 mét quan thé tiém nang g4p 15 1an va
can c6 sé ngwoi dw hop gép 6 1&n co mau mong muon Long Xuyén chi thie hién truyén thong tuyén mé
&6 trwo'ng véi ti 1é tham gia chung cudc 1a 12,7% sb tré tiém nang Ti 1é nay & My Tho chi 1a 3,7% va
phai tuyen mo & tat ca cac trwdng hoc & dia ban M§ Tho dé thu tuyén dwoc 934 tré hoc & 49 treong. Néu
tinh trén s6 phu huynh quan tam dén dy hop, ti 1& tham gia & Long Xuyén va My Tho lan lwot 1a 53,7% va
28,1%. Két qua nghlen clru gbép phan gitp cho cac thtr nghiém lam sang khac trong twong lai c6 co s& dé
dw trti 1ap ké& hoach ve chién lwvgc, thoi glan hau can cho hoat déng truyén théng tuyén mo trwde thu tuyén.

Tir khéa: Dengue, vac xin sbt xuat huyét, tuyén mo, thir nghiém lam sang.

I. PAT VAN PE

Thir nghiém 14m sang la hoat dong nghién
clru mot cach hé thdng trén nguoi nhdm x4c
nhan hiéu qué 14m sang, nhan biét va phat hién
cac phan tmg bt lgi nhdm muc dich chung
minh sy an toan va hiéu qua ctia thube [1]. bép
ung viéc phong bénh vai tinh hinh bénh méi
bung phat ludn xuit hién, cac nghién ctru san
pham véc xin luén khong ngimg phat trién dé
¢6 dugc san phim méi an toan, hi¢u qua. Diéu
niy ddng nghia v&i nhu ciu ngay cang cao ddi
vOi cac nghién ciru thir nghiém 1am sang. Thir
nghlem lam sang g1a1 doan III thuong co thlet
ké nghlen ctru ngdu nhién, c6 dbi chung, cén
thu tuyén hang ngan ddi tuong nhim chung
minh hiéu qua bao vé cua vic xin trudc tic
nhan ty nhién.

Theo quy dinh ctia Thyc hanh tét 14m sang
( ICH-GCP), dbi twong nghién ctru phal tinh
nguyén tham gia sau khi dugc cung cip day
du théng tin ctia san pham nghién ctru va quy

trinh nghién ctru, thong tin vé loi ich va tac
hai ¢6 thé xay ra khi tham gia nghién ctru [2]

Céc thir nghiém 1am sang thuong doi hoi can
truyén thong truge cho cac dbi tuong tiém ning
trong cong dong. Du véi nhiéu nd luc thong tin,

nhung khong phai lc nao toan bd cong dong
déu huong img tham gia. D6i tuong thuong can
nhéc giita nguy co va loi ich tiém ning va két
qua mong doi trudc khi quyét dinh tham gia
[3]. Khi chua quen véi céc loai thir nghiém 1am
sang, dbi twong s& c6 khuynh huéng khé chap
nhan tham gia. Didu nay chin chén gay kho
khan cho cac thur nghiém 1am sang trong viéc
chu déng nguén ddi trong tham gia nghién ctru.

Ngudn déi twong tham gia nghién ciru quyét
dinh phén 16n su thanh cong cua thur nghiém
va &nh huong rat nhiéu dén tién do cta nghién
ctru. Trong khi d6, nudc ta it ¢ nhitng nghién

ciru hogc tham khao dé lam co s wéc tinh ti 18

tham gia nghién ctru cia ddi tuong true khi

tién hanh nghién ctru thir nghiém lam sang.

*T4c gia: Lwong Chan Quang
bia chi: Vién Pasteur HCM
Dién thoai : 0909254889
Email: 1cq3372@yahoo.com

Ngay nhan bai: 08/09/2013
Ngay phan bién: 11/10/2013
Ngay dang bai: 15/112013
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Nam 2011, Vién Pasteur TPHCM c6 trién
khai thir nghiém 1am sang giai doan III véc xin
ngira bénh sét xuit huyét do Sanofi Pasteur
san xuét, nghién ctru trén tré em khoé manh tir
2-14 tubi tai Long Xuyén (tinh An Giang) va
M§ Tho (tinh Tién Giang). Nghién ctru dy kién
thu tuyén 2335 tré, trong thoi gian 4 nim tir
2011 dén 2015 v&i giai doan tiém 3 mili vic
xin, m&i miii cdch nhau 6 thang va 3 nim theo
dai sau tiém. S&t xuat huyét 1a van d strc khoé
duoc cong ddng quan tdm trong khu vuc phia
Nam va vac xin la mot trong nhitng niém hy
vong cua nganh y té noi riéng va cong ddng
noi chung trong viéc phong ngira bénh sOt xuét
huyét. Do vy, tru6e khi trién khai thir nghiém
ndy, nhém nghién ctru tin rang cong ddng tai
diém nghién ctru s& huong ting tich cuc.

Trén co sé trién khai thir nghiém 1am sang
nay, chung t6i tién hanh mot nghién ctru khac
nham xac dinh ti 1 tinh nguyén tham gia nghién
ctru cua tré sau khi dugce truyén thong tuyén mo
trude khi thu tuyén.

Viéc truyén thong dugc thuc hién theo tién
trinh truyén thong dai chung trudc, tiép theo 13
truyén thong nhém 16n cho nhimmg ngudi quan
tadm Va cubi cung 1a truyén thong nhém nho va
tur van tryc tiép cho nhimng nguoi san sang tham
gia nghién cilru. Tién trinh truyen thong nay
duoc thue hién nhu nhau tai 2 diém nghién ctru
Long Xuyén va My Tho.

Dai phat thanh va truyén hinh tinh chinh
thitc phat loat phim gidi thiéu thir nghiém 1am
sang giai doan III véc xin sot xuat huyét tir 1
thang trudc khi thu tuyén va kéo dai dén khi thu
tuyén du. Loat phim nay bao gdm phim quéng
c4o 5 phut phat hang tuan va spot quang c4o 60
gidy phat 3 1an mbi tudn. Song song do, bing
ron va ap phich ¢6 dong cho nghién ctru dugce
treo tai cac truong hoc du dinh s€ thu tuyén déi
tuong nghién ctru va tram y té cha tit ca cac
phuong trén dia ban Long Xuyén va M¥ Tho.
Céc truong tlem nang la nhu'ng truong co hoc
. sinh tir2-14 tuo1 theo hoc bao gom treong mam
non, trudng tiéu hoc va truong trung hoc phd
théng. Mdi phu huynh hoc sinh tai truong déu
duoc phat tor roi ¢o dong cho nghién ciru. Sau
do6, nha truong gui thu ngd moi tham gia hop
thong tin vé nghién ciru thir nghi¢m 1am sang
cho tit ca phu huynh hoc sinh trong trudng.

Nhimng phu huynh quan tim dong y du hop
da dugc moi dén truong dé dugc thong tin cu
thé v& nghién ctru. Mdi budi hop tir 200 dén
400 phu huynh. Sau cudc hop, phu huynh phan
hdi lai v6i nhom nghién ctru vé v dinh ¢6 hay
khong tham gia nghién cuu.

Chi nhiing phu huynh ngo y tham gia nghlen
ctru moi duorc moi dén trung tim nghién ctru dé
duoc tu van nhom nhé 5-10 phu huynh va tu
van truc tiép voi timg phy huynh. Tai budi tu
vén nay, phu huynh ¢6 thoi gian dét cau hoi de
hiéu can k& vé nghién ctru. Sau khi nghe tur van
tryc tiép, phu huynh ky vao phiéu dong y tham
g1a nghién ciru va tién hanh tiém vac xin miii
d4u tién. Ltc nay tré da chinh thitc duoc thu
tuyén vao nghién ctru.

Noi dung thong tin tuyén mo trén phim
quang cao, ap phich, bang ron, to roi, bai néi
chuyén véi phu huynh va trang thong tin cua
phiéu ddng ¥ tham gia nghién ctru déu da dugc
Hoi ddng dao dic (Bd Y té) xem xét va phé
duyét trudce khi st dung.

II. PHUONG PHAP NGHIEN CUU

Nghién ctru dugc thuc hién trong giai doan
tuyén md cta thir nghiém 14m sang vic xin sot
xuét huyét giai doan III, tir thong 9 dén thang
11/2011 tai Long Xuyén (tinh An Giang) va My
Tho (tinh Tién Giang). Nghién ctru tién hanh
héi ciru danh sach hoc sinh clia timg giai doan
truyén thong tuyén md bao gdbm danh sach hoc
sinh cda cac trudong tiém nang, danh sach hoc
sinh quan tdm ngo6 y du hop, danh sach phu
huynh dén du hop, danh sach phu trich phin
hdi ddng y tham gia nghién ciru va danh sach
hoc sinh duge tiém miii vac xin dau tién. Tix
c4c danh sach nay, s6 luong hoc sinh tham gia
& timg giai doan dwoc tong hop dé xac dinh ti
16 tham gia cia mdi giai doan truyén thong va
phén bd theo diém nghién ciru My Tho va Long
Xuyén; va theo nhém tudi 2-5 tudi, 6-10 tudi va
11-14 tuoi.

III. KET QUA

Téng sb trudng tiém ning dugc nghién cu
nhém dén d& thong tin 14 55 trudng céc cAp hoc véi
6 truong & Long Xuyén va 49 truong ctia My Tho.
Tht ca 35.954 hoc sinh theo hoc tai cic trudng ny
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déu duoc phét to roi va thu ngd moi dy hop phu
huynh dé thong tin v& ndi dung d& tai thir nghiém
1am sang. Chi c6 14.357 phu huynh (chiém 39,9%)
phan hdi c6 quan tim va mubn dugc dy hop dé biét
10 thém vé nghién ciu. Sau do, chi ¢6 5.937 phu
huynh (16,5%) thuc sy dén du hop du da duoc moi,
chiém 41% s6 dang ky du hop.

Sau khi dy hop, c¢6 54,4% (3.227 phu huynh)
ngo y tham gia nghién ctru, chiém 9% s6 hoc sinh

theo hoc tai cac trudng tiém ning. Vao ngay thu
tuyén, sb thuc sy dén, ky phiéu ddng y tham gia
nghién ciru va thoa tiéu chuin dé nhan mii vic
xin dau tién con lai 2.335 tré dung theo ¢ mau dy
kién, chiém 6,5% sb tré tiém ning.

S6 tré ddng y tham gia nghiém ctru chiém
16% so véi s quan tim ngd y du hop, 39% s6 da
dén du hop va 72% sb ngod y tham gia nghién ctru
sau khi hop.

Bang 1. S6 lwgng phu huynh tham gia & tirng giai doan truyén thong va ti 1é

twong trng so véi téng sé tré tiém ning ban dau

N
n (%)

Long Xuyén

Téng Céng
n (%)

My Tho
n (%)

11.022

5.012 (45,5)
2.609 (23,7)
1.840 (16,7)
1.401 (12,7)

Sb hoc sinh tiém néng

Sb quan tdm ngd y dw hop
Sb dy hop thuc sy

Sé ngd y tham gia nghién ctru
Sé thyc sy tham gia

24.932
9.345 (37,5)
3.328 (13,3)
1.387 (5,6)
934 (3,7)

35.954
14.357 (39,9)
5.937 (16,5)

3.227 (9,0)
2.335 (6,5)

O Long Xuyén, dé thu tuyén duoc 1.401 tré,
s tré tiém ning dwoc nhim dén 1a 11.022 tré
hoc tai 6 trudng cac cép, khu trd & 4 phuong
cia thanh phd Long Xuyén.Ti 1¢ tham gia
chung cudc so véi sb tré tiém nang 1a 12,7%.
Ti 1& tham gia & cac giai doan déu dat khoang
50%, cu thé 46% tré tiém ning quan tim du
hop; 52% phu huynh d4 c6 quan tim da dén
du hop; 70% phu huynh du hop ngo y cho con
tham gia nghién ctru; va 76% sé d6 da thuc su
cho con tham gia nghién ctru.

Trong khi d6 6 My Tho dé thu tuyén sb
tré it hon Long Xuyen gdm 934 tré, nghlen
ctru d4 phai mé rong sb tré tiém ning 1én gip
do6i so véi Long Xuyén (24.932 tré), ¢ 41
trudng cac cip, rai trén khip cac phuong x4

ctia thanh phé M§ Tho. Ti 1é tham gia chung
cudc cia My Tho 13 3,7% sb tré tiém ning
ban d4u. Ti 1¢ tham gia & cac giai doan truyén
thong ban dau chi khoang 40%, cu thé 37%

tré tiém nang da c6 quan tdm du hop; 36%
phu huynh quan tim da dén du hop; 42% phu
huynh dyu hop ngé y cho con tham gia nghién
ctru. Ti 1& cao nhat ghi nhan dugc & M§ Tho
12 67% sb phu huynh ngd y tham gia nghién
ctru sau khi hop da thuc sy cho con tham gia
nghién ctru.

Ti 1€ tham gia cia phu huynh/tré cia timg
giai doan trong qua trinh truyén thong tuyén
md & Long Xuyén déu cao hon & M§ Tho tir
0,5 1an dén gin 4 1an. Ti 18 nay ting dan va cao
nhét & giai doan quyét dinh sau cing.
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Bang 2. Phan bd sé tré tiém nidng, da dw hop va chinh thirc tham gia theo
nhém tudi & Long Xuyén va My Tho

Sotrétitm Sédéndy Sétham  %thamgiaso % tham gia
ndng hop gia v6i s6 tiém $0 voi s6 dw
nang hop
2-5 tudi 1.120 256 97 8,7 37,9
Long 2.

Xuyeén 640tuol 5.146 1.349 668 13,0 49,5
11-14 tudi 4,756 1.040 617 13,0 59,3
2-5 tudi 2.693 609 123 4,6 20,2
My Tho  6-10 tudi 14.412 1.881 563 3,9 29,9
11-14 tudi 7.461 799 228 3,1 28,5
2-5 tudi 3.813 865 220 5,8 254
Téng céng 6-10 tudi 19.558 3.230 1231 6,3 38,1
11-14 tudi 12:217 1.839 845 6,9 45,9

Tinh trén s& phu huynh/tré tiém ning, ti 1¢ nira.

tham gia chung eugc & nhém 2-5 tudi 1a 5,8%,
nhém 6-10 tudi 1a 6,3% va nhém 11-14 tudi la
6,9%. Tinh trén s6 phu huynh/tré du hop, ti 1¢
tham gia cao hon, va ciing ting dan theo nhém
tudi v6i 25% & nhém 2-5 tudi; 38% nhém 6-10
tudi va 46% nhom 11-14 tudi.

Xétriéng & tung diém nghién ciru, diém My
Tho tép trung tuyén mo & nhém 6-10 tudi véi
14.412 tré, gap d6i s6 tré nhém 11-14 tudi va
6 1an s tré nhém 2-5 tudi, nhung ti I¢ tham
gia & nhom tudi nay ciing trong duong & cac
nhém tudi khac. Néu tinh trén s6 phu huynh c6
dén dy hop, ti 1¢ tham gia & nhém tré nho 2-5
tudi van thap nhét 38% & Long Xuyén va 20%
& M§ Tho, thdp hon nhiéu so v6i nhom tré 16n
(tlr 28% dén 59%).

IV. BAN LUAN

Ti 1é tré tham gia chung cudc so vdi sb tré
tiém ning ban dAu trong thir nghiém 14m sang
giai doan III vic xin st xuat huyét & ving d6
thi khu vuc phia Nam rat thép, chi 6,5%. No6i
cach khac, mudn thu tuyén da c& miu, nghién
ctru phai can 1 quan thé hoc sinh gip 15 lan
¢ mAu mong mudn. Can 1 quin thé tiém ning
16n nhu vay do dudi 40% phu huynh t6 y quan
tAm, phan hdi mudn tham gia hop sau khi nghe
truyén thong dai chung. Qua d6, cho thiy viéc
gu1 thu ngo du hop cho tit ca cac phu huynh la
rét quan trong, giup giam ganh néng hau can
cho hoat dong tuyén mo. Véi hoat dong nay,
quy mo t chirc hop da dugc giam ganh mot

Sé phu huynh thyc sy dén du hop dé nghe
thong tin chi chiém hon 1/3 so véi sb dang ky
hop. Do khong c6 co sé dé udc tinh s phu
huynh thyc su dén du hop, nghién ctru da chuin
bi hau can, hdi truong, vin phong phim, gidi
khat cho toan b 14.357 nguoi dang ky hop,
khién cho viéc dau tur bi lang phi 3 lan.

Ti 1€ 16,5% phu huynh thyc sy quan tdm
dén du hop phan nao cho thdy hiéu qua thip
ctia hoat dong truyén thong dai chung cua thir
nghi¢ém lam sang nay. Truyén thong dai ching
thuc sy gay tleng vang trong cong dong véi
bang chung rat nhiéu cudc goi dién thoai cla
phu huynh cho chuyén trach sau mdi lan chiéu
quéang c4o. Tuy nhién, ndi dung truyén thong
dai chiing rat ngén gon, gan nhu chi giéi thiéu
v&iphu huynh ring co1 nghlen ciiu thu nghié¢m
lam sang vic xin st xuat huyét va cb dong phu
huynh cho con tham gia nghién ciru. Néu nguoi
nghe c6 hiéu biét co ban vé ban chat cia thir
nghlem lam sang, doan ph1m quang cao cé
thé khién to mo muon biét r& hon. Néu ngudi
nghe khong hé biét vé thir nghiém 14m sang
noi dung quéa ngin gon c6 thé khién e dé valo
ngai. V&i nhitng ghi nhan khong chinh thire fir
nha tru’orng, phu huynh & cong truong ban
nhau vé tir “thtr nghiém 1am sang”, tu hiéu do
12 “chudt bach phong thi nghiém” va khuyés
nhu nhau khong nén tham gia. Cluing thoi diém

nay, béo chi ding nhiéu loat bai dudi dang he
so-phdng su 1€n an nhitng sai pham phi dao di
trong thir nghiém 1am sang & cac nudc,
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d6 xay dung noi dung truyén théng dai
chung va chién lugc truyén thong phu hop thuce
té, xac dinh d6i trong dich chuén xac hon, gép
phan cai thién ti 16 tham gia nghién ciru cua dbi
tuong dich.
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PARTICIPATION OF CHILDREN 2 - 14 YEARS OLD IN PHASE Ill TRIAL ON
DENGUE VACCINE IN LONGXUYEN AND MYTHO 2011

Luong Chan Quang!, Doan Y Uyen!, Phan Kim Hoang?, Nguyen Thi Nhu Mai?,
Nguyen Thi Kim My?, Pham Thu Van?, Le Dang Ngan®, Pham Phuong Tran3,
Nguyen Thanh Vu', Diep Thanh Hai', Vo To Quyen', Tran Ngoc Huu!

'Pasteur Institute in Ho Chi Minh City

’Preventive Medicine Center in An Giang province

3Preventive Medicine Center in Tien Giang province

This study was conducted to determine partici-
pation rate of healthy 2 to 14 years old children in
phase III trial on Dengue vaccine in Long Xuyen
and My Tho during communication activities from
September to October 2011. A total of 35,954 pupils
in potential schools were informed and there were
14,357 parents (40%) intending to attend parents’
meetings in schools. However, only 41% of them
(5,973 parents) came to the meeting. After meeting,
3,227 parents (54% attendees) intended to partici-
pate in this trial. Among them, 2,335 (72%) children
were enrolled into this vaccine trial. In order to en-
roll enough children from 2 to 14 years old for this
vaccine trial, it was needed a potential population as
many as 15 times expected sample size and meet-
ings’ attendees as many as 6 times expected sample
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size.

Subject enrollment in Long Xuyen was only
focused in 6 schools with participation rate of
12.7% potential children. In comparing to My
Tho site, subject enrollment had to be implement-
ed in all schools throughout My Tho City in order
to enroll 934 children in 49 schools with partici-
pation rate of 3.7%. Based on number of meet-
ings’ attendees, participation rate in Long Xuyen
and My Tho is 53.7% and 28.1% in turns.

Results of this study will be useful for future
trial in setting up strategies, plans, time and lo-
gistic preparation for enrollment communica-
tion campaigns.

Keywords: Dengue, Dengue vaccine, en-
rollment, clinical trial




