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P4nh gid diap @ng mién dich va cdc phan Wng
sau tiém vic xin Pavivac phong quai bi cho tré
tai lang SOS va truong Hermann Gmeiner
Thanh pho Nha Trang

TS. Ninh Sy Hien (*), BS. Bui Trong Chien (**),
Ths.No Thai Hung(***) va CS

Nghién citu can thiép bdng tiém vdc xin Pavivac phong bénh quai bi cho tré em diugc chi dinh theo
tiu chudn lya chon tai lang SOS va truong Hermann, thanh phd Nha Trang ti thdng 9/2005 dén
thdng 6/2007. Pdnh gid ddp ting mién dich qua sw chuyén doi huyét thanh va ddnh gid tinh an toan
qua gidm sdt chdt ché cdc phdn iing sau tiém vdc xin.

Két qud cho thdy 10,1 % tré cé phdn iing nhe nhu s6t, dau noi tiém, mét méi ... phdn lon xdy ra
2-3 ngay, tw khéi, khong can diéu tri. Khong co phdn itng ndng. Phdn itng xdy ra & moi lika tudi va
sau mii 1 16n hon sau mii 2, khong cé su khdc biét theo gidi tinh. Sau tiém dii 2 liéu vdc xin, 100%
tré chua c6 khdng thé dat dwoc su chuyén déi huyét thanh cé ¥ nghia. Ty 1é nay & nhém tré da tirng
c6 khdng thé la 65%. Sw chuyén ddi huyét thanh sau miii 1 cao hon so vdi sau miii 2. Khéng cé
khdc nhau vé su chuyén doi huyét thanh theo gidi tinh, nhém tudi va tinh trang phdn iing.

Két ludn: Pavivac an toan va hiéu qud tao mién dich cao, la vdc xin t6t cho phong bénh quai bj.

T khéa: Pavivac, phdn iing, huyét thanh, AEFI

Assessing seroconversion and adverse events following
immunization (aefi) of pavivac among children at the
s.0.s village and Hermann Gmeiner school in Nha
Trang City

Dinh Sy Hien, PhD; Bui Trong Chien, MD;
Do Thai Hung, MSc. et al

This prospective study was the post-marketing clinical evaluation of efficacy and safety of PAVIVAC
as a vaccine against mumps. The study was carried out at the S.0.S village and Hermann School in
Nha Trang City, from September 2005 to June 2007. As many as 249 children meeting the inclusion
criteria have been given 2 doses of Pavivac vaccination. Among them, 127 children were selected for
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assessing seroconversion by 3 sera tests using Mumps 1gG ELISA kit of Diagnostic Automation,

Inc.USA. It was found that :

+ 10.1% of those children had mild reactions such as low fever, pain at vaccination site, etc. No
severe reactions were reported. Almost of reactions appeared within 3 days after the first dose.

Reactions were reported from all age groups. Situation of reaction was not related to gender of the

vaccine recipients.

+ Pavivac induced mumps antibody for every vaccine recipient but seroconversion changed signifi-
cantly 100% for children who had no antibody and 65% for children who had a certain titer of anti-
body before using Pavivac. Seroconversion after first dose was much stronger than after the second

dose. Status of seroconversion was not related to gender, age and reactions of vaccine recipients.

The conclusion from this assessment is that Pavivac is safe and has a high efficacy. It is a good vac-

cine for protection against mumps.
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L. Dit van dé

Quai bi 12 mot bénh truyén nhi€m vi rit cap
tinh thudng gip & tré em va c6 thé gy nhiéu bién
chitng nguy hi€m. Trén th€ gidi ciing nhu & Viét
Nam bénh quai bi vin thudng xuyén xdy ra va c6
nhitng vu dich 16n biing phét do chwa dugce st dung
vic xinrong rdi [1] Pavivac 1a vdc xin phong bénh
quai bi do Cong Hoa Séc sdn xuat véi vi rit chling
Jeryl Lynn da dugc st dung trong cdc nim qua &
nhiéu nudc. Tai Viét Nam, trén 600.000 liéu
Pavivac did dugc st dung & nhiéu dia phuong [1].
Tinh hinh dich bénh quai bi tai Viét Nam da lam
cho nhu cdu st dung vic xin khong ngirng ting 1én.
Trén th€ gidi da c6 nhiéu nghién cifu vé vic xin
nay va chitng minh Pavivac an toan va c6 hié¢u luc
cao & ngudi chau Phi, chiu Au, chiau A [1]. Tuy
nhién trén d6i tugng 1a ngudi Viét Nam lai chua ¢
nghién cttu nao vé tic dung ctia loai vic xin nay.

Ching t6i da nghién citu thuc dia sau luu thong
dé danh gi4 tinh an toan va hiéu luc clia vic xin

Pavivac trén tré em Viét Nam. P4y 1a m6t nghién

cttu cin thi€t véi muc tiéu:

- Pénh gid sy chuyén ddi huy&t thanh sau tiém 2
mili Pavivac.

- Ddnh gid cdc phdn d¢ng sau tiém vic xin
Pavivac.

2. Phuong phap nghién ciu

Nghién ctu can thiép bing tiém vidc xin
Pavivac phong bénh quai bi cho tré em dugc chi
dinh theo tiéu chudn lya chon tai lang SOS va
trudng Hermann, thanh phd Nha Trang tif thdng
9/2005 dé€n thang 6/2007. Pdnh gid ddp &ng mién
dich qua su chuyé&n ddi huy&t thanh va ddnh gi4 tinh
an toan qua gidm sdt chit ché cdc phdn tng do vic
xin truge va sau can thi€p & chinh nhitng tré dudgc
lya chon nay.

Chon mau chi dinh véi 249 tré ddp dng cdc tiéu
chudn: tir 15 thang tudi trd 1én, khoé manh, cha/me
ky thod thuan tham gia nghién ctfu va khong cé van

Tap chi Y te Coing cong, 6.2008, So 10 (10) 13



| TONG QUAN & NGHIEN CUU |

dé chong chi dinh (bi bénh cAp tinh, di tirng bi
bénh quai bi hay tiém vic xin, bénh lao ti€n
tri€n,dung thudc dc ché mién dich, nhiém HIV,
truyén mdu hay plasma, cdy ghép tang, bénh vé
mdu, hach, cd dia di ¢ng...)

249 tré nay dugc tiém vic xin Pavivac 2 li€u
cdch nhau 5 thdng. P& danh gid tinh an toan cla
vic xin thi sau mdi liéu tiém cdc tré dugc theo ddi
chitché& cdc phdn tng lién tuc trong vong 12 thdng.
Cha/ me dugc huéng dan phat hién moi bi€u hién
clia tré va hang ngay ghi chép vao miu “Nhat ky
phdntng”. Cdc gidm sdt vién d€n tirng ho gia dinh,
ghinhan laicdc tdtcd cdc phdn tng do cha/me phét
hién va truc ti€p khdm tré d€ dién vao miu phi€u
“Gidm sdttainha”.

Hiéu lyc vic xin Pavivac dugc ddnh gid gidn
ti€p thong qua viéc do ludng sy chuyén ddi huyét
thanh c6 dudc sau cac liéu vic xin . D€ ddnh gid sy
chuyén ddi huyét thanh, d6i tugng dugc xét
nghiém dd 3 1an bing ky thuat ELISA gidn ti€p, do
gid tri Immune Status Ratio (ISR) véi kit Mumps -
Diagnostic Automation, Inc, My, ¢c6 d6 nhay 99,3%
va d6 dic hiéu 99,6%. Trudc khi tiém vic xin, cdc
mifc ISR do dugc s& khdc nhau tuy theo mic do
khdng thé sin c6 trong huyét thanh clia mdi tré.
K&t quéd xét nghiém am tinh khi ISR <0,9, nghi ngd
khi ISR=0.9 - < 1.1, duong tinh nhe khi ISR >1.1
-< 3 va duong tinh manh khi IRS > 3. Nhitng d6i
tugng c6 ISR<3 thich hgp cho nghién cttu chuyén
ddi huy€t thanh. Theo huéng din clia Test Kit thi
st chuyén ddi huyét thanh c6 y nghia khi gid tri ISR
ting >30% khi so sanh k&t qud clia 3 1in xét
nghiém. T4t c4 249 tré trudc khi tiém vic xin liéu
thit nha't, dugc xét nghiém huy&t thanh 1an 1 va
chon lgc 127 tré véi ISR <3 dé€ ddnh gid sy chuyén
ddi huyé't thanh. Xét nghiém 1an 2 cho 127 tré nay
sau 5 thang va 1an 3 sau 14n 2 sdu thdng.

Céc han ch€ trong nghién cifu ndy 1a: mot s&
y&u t& nhidu nhu thay d6i thdi ti€t 1am ting nguy
co mic mdt sd bénh (cdm cim, sot, viém dudng ho
h&p cap tinh...) c6 thé gdy nham 1dn véi phan dng
xdy ra sau tiém vic xin.Viéc ghi chép hang ngay
clia cha/me vé cdc phdn tng c6 thé khong dugc
thuc hién chit ché. D€ gidm thi€u cdc han ché nay
cha/me cida tré da dugc tdp huan ky, lya chon
gidm sdt vién 12 bdc s§ c6 ki€n thitc chuyén mon
dé chan dodn phan biét. Trong ddnh gid sy chuyén
ddi huyét thanh, néu tré da c6 sin khdng thé thi vi
rit vdc xin c6 thé bi trung hoa, 1am gidm tdc dung

gay mién dich. P& khic phuc tinh trang nay chiing
tdi dua vao k&t qua xét nghiém huyé&t thanh 1an dau
dé phan chia ddi tuong thanh 2 nhém theo mic do
khdng thé sin c6 cda mdi tré .

Nhip va x& ly s6 liéu bing phin mém
EPLINFO 6.0, st dung test x> dé€ so sanh sy khdc
nhau gitra cdc ty 1€, test t dé€ so sdnh su khdc biét
gilta cdc gid tri trung binh ISR.

Nghién cttu da dugc hoi ddong dao ditc clia vién
Pasteur Nha Trang thong qua, vdéi sy chdp thuin
cda trung tdim Y t€ TP Nha Trang, cha me va bdo
mAiu clia cdc chdu tham gia vao nghién cttu. Mit
khédc Pavivac 1a vdc xin dd dugc phép luu thong,
tiém dich vu thu tién. Viéc tiém cho cdc chdu trong
nghién cfu ndy hoan toan mi€n phi nhu 1a mot
hanh dong mang tinh tir thién.

3. K&t qua nghién cifu
3.1 Su chuyén doi huyét thanh
3.1.1 K&t qud phdt hién khdng thé khdng

Bdng 1. Ty 1¢ khdng thé khdng Quai Bi trudc khi
tiém vacxin PAVIVAC miii 1

K&t qua xét nghiém n Ty 1& %
Am tinh: (ISR <0.90) 56 22,5
Nghi ngd: (ISR >0.90- <1.1) 5 2.0
Duong tinh: (ISR > 1.1) 188 75.5

Tdng s6 249 100

quai bi trudc khi tiém Pavivac
249 miu xét nghiém 1an 1 ¢6 56 miu 4m tinh
(22.5%); 5 mau nghi ngd (2.0%) va 188 miu duong
tinh (75.5%). Ty 1&¢ duong tinh cao c6 thé cdc tré
da phdi nhiém trudc d6. Dua vao k&t qui xét
nghiém 1an 1 va tdng s& tré thu thip dd 3 mau huyét
thanh, chiing t6i chon dugc 127 tré va chia thanh
2 nhém d€ danh gid sy chuyén ddi huy&t thanh:
+Nhém 1: 51 tré vdi két qua xét nghiém 1an
Ic6 ISR < 1.1 (4m tinh hodc nghi ngg)
+Nh6ém 2: 76 tré v6i két qua xét nghiém 1an
Ic6 ISR tir 1.1 d€n < 3 (duong tinh nhe ).
3.1.2. Két qua xét nghiém huyét thanh chung ciia
127 tré

K&t qui xétnghiém chung trong 127 tré 1an 1
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Biéu do 1. Chuyén doi huyét thanh chung (n =127)

c6 ty 1€ duong tinh 1a 59,84% vdi ISR trung binh
bing 1.78. GlanT, ty 1€ duong tinh ting t6i 83.46%
v6i ISR trung binh bing 2.72. Gl1an1I, ty 1& duong
tinh 12 98.43% vdi ISR trung binh 3.31. Ty 1&
chuyén d6i huyét thanh c¢6 y nghia (ISR ting >
30%) giftalan Il so v6ilan11a 67.72% va gittalan
III so véilan 112 78.74%.

3.1.3. So sdnh chuyén déi huyét thanh trong
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Biéu do 2. Chuyén ddi huyét thanh trong nhém 1
(n=51)

nhom I va 2

C6 su khac biét rd rang vé sy chuyén ddi huyét
thanh (HT) trong 2 nhém.

Nhém 1 cho thd'y k€t qud xdc dinh mic ISR nhu
sau: LAnIcd 51 miu HT déu 4m tinh v&i ISR trung
binh 0,56. LAn II c6 30/51 duong tinh (58,62%) v&i
ISR trung binh 13 1,54. Lan III ¢6 49/51 duong tinh
(96,08%) v4i ISR trung binh 1 2,81. Sy chuyén d6i
huyét thanh ¢c6 y nghia giita 1an II so v6i lan I 1a
86,27%, giita 1an 111 so v&ilan 1114 78,43% va giita
1an I1I so véilan 113 100%.

Nhém 2 cho tha'y k€t qué xdc dinh mic ISR nhu
sau: Lan I cd 76 miu HT déu duong tinh véi ISR
trung binh 2,59. Lan II ¢6 ISR trung binh 1a 3,51.

Lan III c6 ISR trung binh 1a 3,64. Sy chuyén ddi
huyét thanh ¢c6 y nghia giita 1an II so v6ilan I 1a
55,26%, gitta 1an 11 so véi 1an 11 14 6,58% va gita
lan I so véilan 113 64,47%.

K&t qua cho tha'y Pavivac lam ting khdang thé
cho moi tré dugc tiém chiing nhung & nhém tré cé
mitc khdng thé€ ban didu 4m tinh hodc nghi ngd thi
st chuyén ddi huyé&t thanh manh mé hon so vdi
nhém tré da c6 khang thé & mitc duong tinh nhe.
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Biéu dé 3. Chuyén déi huyét thanh trong nhém 2
(n=76)

3.1.4. So sdnh ty 1¢ chuyén doi huyét thanh

c6 ¥ nghia theo gidi tinh va nhém tudi

Trong 127 tré dudc ddnh gid vé chuyén ddi
huy€t thanh sau tiém Pavivac c¢6 77 tré nam
(60,6%) va 50 nit (39,4%). Phan nhém tudi cé 9 tré
<5 tbi (7,6%), 66 tré 5-9 tudi (52%) va 52 tré 10-
14 tudi (40,9%). Cédc phan tich cho két qud ty 1&
chuyén d6i huyét thanh c6 y nghia khéng c6 sy
khdc biét theo gidi tinh va nhém tudi cda cdc tré
dugc tiém chiing ( P>0,05).

3.2. Két qud gidm sdt phdn ving sau tiém
chiing (AEFI)
3.2.1. Chia nhém theo tinh trang AEFI

Trong 249 tré dugc tiém vic xin Pavivac, ¢6 92
tré (36,9%) khong c6 bi€u hién phan ng gi (nhém
C), 132 tré (53,0%) c¢6 cdc bénh xa?fy ra trung hgp
ngiu nhién (nhém B) va 25 tré (10,1%) c6 cdc phdn
rng do vdc xin. Phin tich 132 tré trong nhém B cho
tha’y cdc lugt bénh dudc chdn dodn cu thé (vi du:
tiéu chdy, ARI, thiy dau ..). Ty 1€ cdc bénh trong
nhém B tuong tng véi bdo cdo clia y t& dia phuong
vé ty 1é cdc bénh trong cong déng néi chung, phd
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bi&n 12 hoi ching cim (32,8%), ARI (15,1%), tiéu
chdy (4,2 %) .... Trong giam sat dai han vé phin
tng sau tiém chiing thi bao gid cling bat gip doi
tugng c6 bénh x4y ra tring hgp ngau nhién, gidng
nhu cdc nghién cttu khdc [6].

Nhu vay d€ ddnh gi4 tinh an toan cda vic xin,
ching t6i chi phan tich AEFI trong nhém A (phdn
trng do vic xin). K&t qué cho thay ty 1é tré ¢6 phdn
trng do védc xin (10,1%) thap hon so véi cdc k€t qua

Bdng 2. Phén tich AEFI theo nhém tudi

Lita wéi Co philn tng | Khong bi phin ing | TS wré duge ném
< 5 Tudi 6(16.7%) 30 (83.3%) 16
5 - 9 Tudi 18 (15.6%) | 97(84.4%) 115
= 10-14 Tudi 1L.0%) | 97(99%) 98
Téng s 25(10.1%) | 224 (89.9%) 249 (100%)
1=14.59 P=0.00068

thuc nhiém 1am sang khéc trén th€ gidi, chi riéng
phdn ¢ng s6t chi€m tir 23-35% [2].

3.2.2. Phdn tich AEFI theo nhém tud'i

Béng 2 cho thd'y nhém duéi 5 tudi c6 ty 1& phan
tng cao nhat 16.7%, sau d6 1a nhém 5-9 tudi cé ty
1& phan ng 12 15.6%, nhém >10 tudi c6 ty 1é phan
rng thap nhat (1%). Céc ty 1& phdn Gng theo cdc
nhém tudi khdc biét nhau c6 y nghia thong ké véi
= 14.59, p=0.00068.

Céc ty 1& phdn ng theo tudi trong két qué cia
chiing toi thAp hon nhiéu so véi thit nghiém 1am
sang vdc xin MMR véi phdn tng gip chi y&u &
nhém tré dudi 2 tudi (41,7%) [2].

3.2.3. Phdn tich AEFI trong nhom A theo gidi

Trong 25 tré c6 AEFI do vic xin, ¢6 13 trudng
hogp la ni gidi (52,0%), 12 trudng hgp 1a nam gidi
(48,0%). Khong c6 sy khdc biét theo gidi vé cdc
AEFI do vic xin (p>0.05).

3.2.4. Phdn tich AEFI theo ddu hiéu lam sang

Trong 25 tré c6 AEFI do vic xin, c6 40 lugt
AEFI dugc ghi nhdn, trung binh 1.6 lugt AEFI trén
mot tré. Cédc triéu chitng thudng gip nhit l1a sot
nhe: 16 lugt (40.0%); ndi mé day : 7 lugt (17.5%)
va bi ngda: 5 lugt (12.5%). Con céc tri€u ching
khdc nhu mét méi, dau chd tiém, phdt ban, viém
tuy&n nudc bot thi tin xuat xui't hién thap 2,5%.

3.2.5. Phédn tich cdc lugt AEFI theo thoi gian

Trong 40 lugt AEFI, th3i gian xdy ra cdc triéu

ching thudng gip nhdt 1a 1-3 ngay sau khi tiém
ching: 30 lugt (75.0%) véi cdc tri€u chiing thudng
gipla s6tnhe (43,3%), n6i mé day va ngia. Triéu
ching xdy ra sau tiém 4-7 ngay 1a 4 lugt (10.0%)

Bdng 3. Lién quan gifta bi¢u hi¢n phdn ting va
chuyén doi huyét thanh cé ¥ nghia khi so
sdnh gita két qud xét nghiém huyét thanh
ldn I va ldn I ciia 3 nhém phén iing.

S& ré CBHT S ré COHT i e
Nhém ¢6 § nghia khong c6 § nghia | 10nE 80 ¢
(ISR ting > 30% ) x€tnghi¢m
Mhim A 11 14 25
{ Phén img do vie (44%) .
xinbl ) (36%)
Nhém B 52 80 132
- ! 19.4%
(Bt_:l'l:]l nL‘ull_g hop (39.4%) (60.6%)
ngau nhién)
Nhém C 36 56 92
Khéng ¢6 phi 39.1% )
et R (60.9%)
=1
Téng s6 99 (39.8%) 150 (60.2%) 249(100%)
=021 va P=0.90

va sau ti€ém trén 7 ngay la 6 lugt (15.0%).

3.2.6. Lién quan giita biéu hién phdn iing va
chuyén ddi huyét thanh cé ¥ nghia

Mtic d6 chuyén d6i huyét thanh c6 ¥ nghia (ISR
ting3 30% gitta xét nghiém 1an I11 so v6i k&t qua xét
nghiém 1an I ) trong nhém khdng c6 phdn &ng nao
1a 36/92 trudng hgp (39,13% ), trong nhém cé cic
triéu chitng x4y ra triing hdp ngiu nhién 1a 52/132
trudng hop (39,4%) va trong nhém c6 cdc nhidn ting
do vdc xin 1a 11/25 (44,0%). Khong c6 sy khdc biét
giffa cdc nhém trén v4i nhau ( P>0,05). Nhu vy,
ddp tng mién dich ctia cd ba nhém ddi véi vic xin
Pavivac 1a khong khdc nhau c6 ¥ nghia thong ké.
N6i cdch khdc mic dd chuyén d6i huyét thanh
khong lién quan tdi tinh trang phdn ¢ng do tiém
ching.

4. Ban luidn

K&t qué xét nghiém chung phi hgp véi thong
tin cia sdn phdm PAVIVAC la sy chuyén ddi
huyét thanh dat khodng 75% sau khi tiém vacxin
mii I va it nhat1a 95% sau khi tiém mii2 [1]. K&t
qua clia nghién cifu nay ciing phit hop véi két qua
tht nghiém thyc dia vacxin TRIVIVAC (1993-
1994), sau khi tiém 2 miii c6 ty 1& chuyén ddi huyé&t
thanh tuong ting la 73% va 100% [3,5].

Su khdc nhau vé& chuyén d6i huyét thanh giira

-

nhém 1 vd nhém 2 c6 y nghia thdng ké vdi P
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<0.0001. Ty 1& chuyén ddi huyé&t thanh thip hon
cda nhém 2 c¢6 kha ning do khdng thé c6 sin trong
co thé da phan nao trung hoa vi riit ca vacxin, nhu
nhan xét clia Stephanie va cong su [4].

K&t quéa phan tich theo ddu hiéu 14m sang clia
ching t6i khdc vdi thit nghiém trén thé gidi, v6i
triéu chitng phdt ban khodng 40% va sau d6 dé€n sot
khodng 25-30%, con cdc tri€u ching khac khong c6
sy khéc biét [1,2].

Tém lai, Pavivac 1a mot vic xin an toan, khong
phédthién phan @ng nghiém trong trong nghién ctu.
Trong s& nhitng tré dugc tiém vic xin ¢6 10,1%
xuat hién cdc phdn dng sau tiém ching & mdc do
nhe nhu sot, n6i mé day, ngia ... Viém tuyé&n nudc
bot chi chi€m 0.4%, cdc phdn ng x4y ra trong vong
2-3 ngay ty khdi va khong can diéu tri. Ty 1€ tré bi
phédn @ng sau khi tiém mii 1 cao hon so vdi sau khi
tiém mii 2. Cdc phdn ¢ng sau tiém ching xdy ra &
tdt cd cdc Ia tudi, nhung ty 1& phdn @ng & cdc
nhém tudi nhd hon cao hon so véi nhém tir 10 tudi
trd 1én va khoéng c6 su khdc biét theo gidi cla tré

dugc tiém chiing. Thoi gian x4y ra cdc phdn dng
thudng gdp nha't1a 1-3 ngay sau khi tiém ching.

Pavivac c6 hiéu qua cao trong chuyén ddi huyét
thanh cho cdc tré sau tiém du 2 liéu vic xin, 100%
ting ISR ¢6 y nghia & tré chua c6 khang thé trudc
khi tiém va 65% ting ISR c¢6 y nghia & tré da cé
khdng thé. Sy chuyén d6i huyét thanh sau tiém miii
1 cao hon so véi miii 2, ddc biét & tré chua ¢6 khdng
thé trudc khi tiém. Khong c6 sy khac nhau vé sy
chuyén ddi huyét thanh c¢6 ¥ nghia theo gidi va
nhém tudi. Khong c¢6 mdi tuong quan giita tinh
trang phdn ng sau tiém chiing véi mic dd chuyén
ddi huy€t thanh ¢6 ¥ nghia.

Ké&tluan chung 12 vic xin Pavivac ddm bdo an
toan va hiéu qué tao mién dich cao. Py 1a vic xin
tot cho phong ngira bénh quai bi.

- P& phong bénh quai bi t5t hon, chiing ta nén sit
dung vic xin Pavivac nhu mot su lua chon t5t dé
phong bénh quai bi. Vic xin nay c6 thé sit dung
cho tré trén 15 thdng tudi cang sém cang tot.
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