SO SANH PIEU TRI CAT CON VA DUY TRI BANG SYMBICORT
(SMART) VOI PHAC PO DPIEU TRI DU PHONG HEN PHE QUAN
HIEN NAY: MQT NGHIEN CUU NGAU NHIEN POI CHUNG

Duwong Thi Thu Ciic, Dwong Quoc Hién, Lé Phi Thanh Quyén, Siv Cim Thu
Khoa Kham Bénh, Bénh vién An giang

Muc tiéu: Danh gia hiéu qua diéu tri cit con va duy tri bang Symbicort (SMART: Symbicort
Mainterance and Reliver Therapy) vé kiém soat hen phé quan (HPQ) so véi phac do diéu tri
HPQ du phong hién nay.

Phwong phap nghién ciru: Mot nghién ctru ngau nhién, c6 nhém ddi chimg dugc thuc hién
tai phong quan ly Hen — COPD Khoa Kham Bénh, Bénh vién An Giang. C6 tat ca 304 bénh
nhan chan doan xac dinh HPQ dugc phan bd ngau nhién: 152 bénh nhan dugc diéu tri theo
SMART: Bénh nhén st dung Symbicort (Formoterol/ Budesonide 4.5/160ug) hang ngay dé
du phong kém theo Symbicort mdi khi c6 triéu chimg (con hen). 152 bénh nhan diéu tri theo
phac dd du phong hen hién nay: St dung seretide hodc Esiflo (Salmeterol/Futicasone
25/250ug) hang ngay dé du phong kém theo Ventolin (Sabutamol 100pg) mdi khi c6 triéu
chtng 1én con hen. Po luong két cuc bang ti 1¢ kiém soat hen theo bang Asthma Control Test
(ACT) Sau 1 thang.

Két qua: Phan tich theo qui trinh ti 18 kiém soat HPQ ctia SMART cao hon phac do diéu tri
hen du phong hién nay lan luot 1a (79,6% so voi 68,4%, P=0,018).

Két luan: Nghién ctru nay cho thiy SMART c6 hiéu qua kiém soat HPQ t6t hon phac db
diéu tri HPQ dy phong hién nay.

Title: Symbicort maintenance and reliever therapy in comparison with the prevention
therapy for control asthma: a randomized controlled study

Study objective: To compare the efficacy of Symbicort maintenance and reliever therapy (
SMART), with a Asthma prevention therapy ( APT).

Methods: A total of 304 asthma patients were randomized to receive: SMART (n=152)
including Budesonide plus Formoterol (Symbicort) prevention everyday associated
Budesonide plus Ferroterol (Symbicort) when having asthma symptoms; APT (n=152)
including Fluticasone plus salbutamol (Seretide or Esiflo) prevention everyday associated
Salbutamol (ventolin) when having asthma symptoms. The outcome was measured by asthma

control test after one month.
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Results: Control rates after SMART were higher than that of after APT at protocol analysis
(79,6% vs. 68,4%, p=0.018)

Conclusions: This study showed that SMART being highly effective in asthma control.

PAT VAN DE:

Hen phé quan (HPQ) 13 bénh dudng ho hip man tinh thuong gip, hién nay trén thé gidi c6
khoang 300 triéu ngudi bj HPQ, theo TH chic Y té Thé gii udc tinh nam 2015 cb dén 400
triéu nguoi [15.16] HPQ co thé gdp ¢ moi chung toc va moi ltra tudi. Bénh chiém 4 — 14 % dan
s6 cac nudce. Tai Viét Nam, ti 16 méc bénh HPQ tang gép do6i trong hon 20 nam qua, tr 2,5 %

201 Maic du c6 nhiing tién bd trong chan doan va diéu tri,

nam 1981 1én 5% nhu hién nay
bénh HPQ van con 1a mot trong nhitg nguyén nhan tr vong hang dau va 1a ganh ning kinh
té cho cac qudc gia trén thé gioi 91013281 \r6¢ tinh m&i ndm trén thé gidi c6 khoang 250.000

ngudi chét vi HPQ, chi tinh riéng tai M¥ c6 hon 5000 nguoi chét vi HPQ mdi nim [1613.16] taj

Vit Nam udc tinh c6 khoang 3000 ca t¢r vong hang nam do HPQ [20]
Trong nhitng ndm qua, sy hiéu biét ngay cang nhiéu hon vé& sinh Iy bénh HPQ va sy ra doi
nhiéu loai thudc giup du phong nhimg dot cap tinh hiéu qua hon da huéng cac bac sy 1am
sang chuyén tir myc tiéu diéu tri con kich phat sang muyc tiéu 1am thé nao dé kiém soat dugc
HPQ!®
Trude day, diéu tri HPQ chi yéu 1a thudc gidn phé quan, khang viém steroid udng hodc
tiém, dic biét 1a lam dung kenacort tiém, mot loai corticoid c6 tac dung kéo dai, giy nhiéu tac
dung phu nhu bénh 1y tim mach, noi tiét hodc c6 khi nguy hiém dén tinh mang, nht 1a bénh
nhan c6 thai. Hién nay, bang cach dua truc tiép vao dudng thd thude gidn phé quan két hop
véi corticoid tac dung kéo dai, két qua HPQ c6 thé kiém soat tét trén 80% hodc cao hon!*
Di c6 nhiéu bang chig cong bd hién nay, ti 1 kiém soat HPQ cia SMART cao hon so
Vi cac phac do diéu tri hen dy phong hién nay 4571,
Chung t6i tién hanh nghién ctru nham danh gi4 ti 1¢ kiém soat hen cia SMART so v&i
phéc dd diéu tri dy phong HPQ hién nay tai Bénh vién An Giang.
PHUONG PHAP
Thiét ké nghién ciru:
Thir nghiém 1am sang ngau nhién ddi chimg.
Poi twgng nghién ciru:
Bénh nhan tir 15 tudi tré 1én
Bénh nhan duogc chan doan xac dinh HPQ theo bang kiém dang diéu tri ngoai tru, tai phong
quéan 1y Hen — COPD tir thang 01 dén thang 08 nim 2013.
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Nghién ctru duogc duyét va chép nhén béi Hoi déng Khoa hoc Cong nghé va 'Y duc cua Bénh
vién An Giang.
Tiéu chuin nhin vao:
Bénh nhan duoc chan doan x4c dinh hen phé quéan theo bang kiém.
Bénh nhan tuan thu diéu tri, dén kham, kiém tra dung hen
Bénh nhan dong ¥ tham gia nghién ctu.
Tiéu chuan loai trir:
Cac bénh nhan dudi 15 tudi.
Bénh nhan khong biét doc hodc khong hiéu duoc tra 11 bang cau hoi ACT.
Bénh phdi tic nghén man tinh (COPD). Bénh nhan khong du tiéu chan doan hen.
Bénh nhan c6 bénh 1y ndi khoa di kém (gan, than, tim mach, dai thao duong...)
Bénh nhén c6 tién st di ing cac thude trong phac db nghién ciru.
C& miu:
Dua vao nghién ciru tién tiéu ciia ching t6i véi ti 1& kiém soat HPQ nhom dung liéu phap
SMART 14 75%, theo phéc dd diéu tri hién nay la 60%.
Cong thuec:

N = (P1(100 — P1)+ P2(100 — P2)xf (e, )

(P2 - Pl)

o: muc do sai s6 loai I:0,05

B: muc do sai sb6 loai I1: 0,2

f(a,p) : 7,9

N = 152 (cho mdi nhém nghién ciru)

Tao thiim ngiu nhién trong Excel:

Bénh nhan dugc phan bo ngiu nhién bang cach dung ham RANDO trong phan mém Excel,
sau d6 chon s 1& cho SMART, s chin cho phac db diéu tri hen hién tai, cho vao phong bi va
dan kin kém sé tha tu (khau nay duoc thyc hién bai nguoi khong tham gia nghién ctru).

Bénh nhan dugc phan ngiu nghién vao 2 nhém sau khi bac sy diéu tri thim kham va xéac
nhan du diéu kién dé thu nhan vao nghién ctru.

Tién hanh nghién ctru:

Bénh nhan duoc bac sy kham va chin doan xac dinh hen phé quan qua bang kiém.

Béc sy diéu tri chon phong bi dan kin theo s6 thi ty ghi sdn trong phong bi, tily mi sé ngau

nhién ma cho diéu tri mot trong hai phac d6 sau:
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Liéu phiap SMART:

Bénh nhan str dung Symbicort (Formoterol/ Budesonide 4.5/160pg) hang ngay dé du
phong kém theo liéu Symbicort mdi khi ¢6 triéu ching (con hen).

Bénh nhan duoc khuyén mang theo lo Symbicort dé ding giam triéu chimg khi can.
Liéu str dung Symbicort tiy thudc vao phan bac hen theo Global Initiative for Asthma
(GINA)

Phéc dd diéu tri hen du phong hién nay:

Bénh nhéan st dung Seretide hoac Esiflo (Salmeterol/Futicasone 25/250ug) hang
ngdy dé du phong kém theo Ventolin (Sabutamol 100pg) mdi khi c6 triéu ching 1én
con hen.

Bénh nhan duoc khuyén mang theo lo Ventolin dé dung giam triéu chimg khi can.
Liéu sir dung Seretide hodc Esiflo tuy thudc vao phan bac hen theo Global Initiative
for Asthma (GINA) theo phac dd diéu tri du phong hen ctia Bo Y Té.

Mot s6 dinh nghia:

Hen phé quan: Hen 13 tinh trang viém man tinh duong thé, v6i su tham gia cua nhiéu té bao

va thanh phan té bao tham gia, lam ting tinh dap ung dudng thd (co that, phu né, ting tiét

dom) gay tic nghén han ché ludng khi duong thd, 1am xudt hién cac ddu hiéu kho khé, kho

thd, nang nguc va ho tai dién nhiéu lan, thuong xdy ra ban dém va sdng sém, c6 thé phuc hoi

tu nhién hoic do dung thudc.

Hut thuoc 14 : duoc dinh nghia khi hat thuée > 10 diéu lién tyc trong 3 nam.

Tuén thi diéu tri : Bénh nhan khdm ddy du, st dung thudc theo toa day du va tai kham

dang hen.
Panh gia mirc d9 kiém soat HPQ theo ACT

Bang trac nghiém ACT (bang 1) gdm 5 cAu hoi, mdi cau hoi gdm 5 cau tra 101, duge
danh s theo thir ty tir 1-5, tvong tmg véi diém tir 1 — 5 diém.

Kiém soat hen khi: ACT <19 diém

Khéng kiém soét hen khi: ACT > 20

Tiéu chuan chan doan HPQ nhu sau:

Co it nhat 2 trong 4 tri¢u chung : A7, C6, D1, D2.

Hoac Co it nhét 3 triéu ching sau: A7+ 1C + 1B, C6 + 1A+ 1B,D1 + 1A +1B,D1 + 1A +
1C, D2 + 1A + 1B, D2 +1A + 1C (1A, 1B, 1C c6 nghia 1a c6 it nhat 1 triéu chtng trong nhém

cac triéu ching A,B,C).
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Bang 1. Bang kiém chin doan HPQ:

A. Triéu chung lam

sang

B. Yéu t6 kich phat

C. Tién sir gia dinh hay

ban than

D. Churc nang
phdi

1 J Ho khan hay nang

nguc ban dém khong lién
quan dén nhiing dot cam

lanh

20 Co6 tiéng kho khé

1 O Thuong c6 triéu
chimg ho hép khi tiép
xuc véi mot chét kich
thich duong thé

200 Thuong cd triéu

1 O Phai diéu tri khang

sinh vi “ vién phé quan
cap” tu 3 lan trd lén trong

mot ndm qua

201 Ban than bi cham,

1 O Test HPPQ

(+) v6i PEF

201 Test HPPQ

chtng ho hap ké trén | viém mii di Gng. (+) voi PEV,
khi thay d6i thoi tiét

30 C6 tiéng tho kho 30 Thuong c6 triéu | 30 Trong gia dinh c6 bd,

khen khi géng stc ching ho hép ké trén | me, anh, chi em rudt bi hen
khi dén noi lam vige

40 Thé kho khén phai 400 St dyung thude gian

thirc gidc ban dém phé quan thudng xuyén

50 C6 con kho thd kho 501 St dung Corticosteroid

kheé noi khong hét cau vi triéu chirng ho hap

ngay khi nghi thuong xuyén

6 O C6 con kho tho kho 6 O Pa duoc béc si chuan

khe phai di kham cép ctru doén hen hodc khai “ bi hen

7 O Pang kho thé kiéu trnho

hen hodc nghe phdi co

tiéng ran ngay, ran rit

Bién két cuc:

Bién két cuc chinh 1a ti 1& kiém soat hen gilt 2 nhém.

Kiém soat hen khi: ACT <19 diém
Khong kiém soat hen khi: ACT >20
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Céc bién phu khac gém tac dung phu cta thude nhu: Kho hong, ndm miéng, hdi hop.

Phan tich thong ké:

- S0 sénh 2 nhém trung binh dung phép kiém tra T-test.

- Céc bién s6 dinh tinh dung phép kiém Chi square.

- Dbi véi tit ca cac phan tich, gia tri P<0,05 duoc coi 1a c6 y nghia thong ké voi khoang tin
cay 95%.

- Phén tich dwgc thyuc hién bang sir dung phin mém SPSS phién ban 16.0

KET QUA

C6 304 bénh nhan tham gia nghién ctru, nhitng ca bo cudc khong tuan thu diéu tri duoc loai
ra tir ban dau. Gidi nit chiém 64,5 %, giéi nam chiém 35,5%. Ti 1é nir mac bénh HPQ nit
nhiéu hon nam.Ti 1é Ni/ Nam 1a 1,7. Tudi trung binh 44,1 + 1,5, Tudi thap nhat 15, tudi
cao nhat 77.

Dic diém bénh nhan:

Bang 2: Dic diém co ban ciia mau nghién ciru

Liéu phap SMART  Phac do dy phong

Dic diém Gié tri P
N=152 hién tai N=152

Tudi trung binh 428+1,2 455+ 1,2 1,11

Nam- s ca % 56 (36,8%) 54 (35,5) 5,54

HUt thude 14 31,6% 30,9% 0,50
Mitc d6 hen

Béc 2 8,6% 15,1% 0,49

Béc 3 55,3% 53,3% 0,07

Bac 4 36,2% 31,6% 0,69

Dic diém co ban ciia miu nghién ctru & 2 nhom duoc tinh trong bang 2. Nhin chung khong
c6 su khac biét vé tudi, gidi tinh 2 nhom twong tu nhau.

Bénh nhan dén kham c6 murc d0 hen dai dﬁng va nang (bac 3, bac 4). Bac 3 chiém ti 1€ trung
binh cuia 2 nhém 54,3 %. Bac 4 chiém ti 1¢ 33,9 %.

Bing 3: Hiéu qua kiém soat hen

n \ Liéu phap SMART Phac d6 du phong s
Hiéu qua N=152 N = 152 Giatri P
Ti 1& kiém soat HPQ 121 (79,6%) 104 (68,4%) 0,018

Ky yéu Hoi Nghi Khoa hoc Bénh vién An giang - S6 thang 10/2013 Trang 74



Nhan xét: Ti 1& kiém soat hen cta liéu phap SMART 79,6% so vdi 68,4% phéac d6 diéu tri du
phong hen hién nay, sy khac biét giita 2 nhom c6 ¥ nghia thong ké P=0,018.

82.00%

80.00% 79.60%

78.00% -

H Liéu Phap SMART
N=152

76.00% -

74.00% -

® Phac db dy phong
N =152

72.00% -

70.00% -
68.40%
68.00% -

66.00% -

64.00% -

62.00% -

Ti 18 kiém soat HPQ

Biéu dd 1: Ti 1é kiém soat hen ciia SMART va phac d6 dy phong hen.

Bang 4 : Tac dung phu thudc:

Liéu phap SMART  Phac d6 dicu tri dy

N =152 phong N = 152 P
Kho hong 8 (5,3%) 5 (3,3%) 0,68
N4m miéng 16 (10,5%) 18 (11,8%) 0,39
Hoi hop 12 (7,9%) 10 (6,6%) 0,7

Nhén xét: Tac dung phu kho hong, nam miéng, hoi hop cua SMART va phéc dd diéu tri du
phong khong c6 sy khac biét p>0,05. hau hét cac tac dung nay nhe, thoang qua, khong anh

huong dén diéu tri, khic phuc bﬁng cach stic hong sau khi xit thude.

BAN LUAN
Mau nghién ciru dugc tién hanh trén téng s6 304 bénh nhan chia 2 nhém, 152 bénh
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nhan hen ding SMART va 152 bénh nhén sir dung phac do diéu tri du phong HPQ hién

nay két qua cho thdy gi6i nit chiém 64,5 %, giéi nam chiém 35,5%. Ti 1& nit mac

bénh HPQ nhiéu hon nam. Ti 1& Nit /Nam 1a 1,7. Tudi trung binh 44,1 £ 1,5, tudi

thip nhét 15, tudi cao nhat 77. Két qua nay phu hop voi nghién ciru trong va ngoai nude
truée day. Theo nghién ctru cia tac gia Chistoppher KW Lai (2003) tudi trung binh ctia HPQ
1a 38 trong timg qudc gia, Trung Qudc 45, Malaysia 32,Viét Nam :36,7 + 19,1.

Bénh nhan dén kham c6 muc do hen dai da:lng va nang (bac 3, bac 4). Bac 3 chiém ti 1¢
trung binh ctia 2 nhém 54,3 %. Béc 4 chiém ti 18 33,9 %. Két qua nay hen bac 4 cao hon
nghién ctru cia Nguyén Chi Thanh (2006) bac 4 (17,3%) hen bac 3 chiém 65,4%. Con nghién
clru cua tac gia Phan Thé Nguyén (2003) tai Bénh vién Pai hoc Y duoc Thanh Phé H6 Chi
Minh c6 ti 1& hen bac 4 13 80,2% va bac 3 1a 19,8%. Diéu nay cho thay su chénh 1éch c6 thé
tiy theo vi tri, chtrc ning va sitc hap dan cua timg dot diéu trj hen tai cdc bénh vién huyén,
tinh hay trung uvong.

Két qua kiém soat HPQ bang bang ACT cua liéu phap SMART cao hon phéac d6 diéu tri
du phong hién nay lan luot 13 79,6% va 68,4% su chénh léch ti 18 kiém soat hen c6 ¥ nghia
thong ké v&i P<0,05. Ti 1& ndy cao hon két qua kiém soat hen theo tiéu chuan GINA 2006
(68,6%). Theo nghién ctru ddnh gia mirc d6 kiém soat hen bang bang trac nghiém ACT ciia
Lé Van Nhi két qua kiém soat HPQ 70,9% twong ty nhu GINA 2006 (68,6%). Két qua
nghién ctru nay ti 1é kiém soat HPQ 79,6% cua liéu phap SMART phu hop vdi tac gia Duong
Minh Tung nim 2012 81,8%. Theo tac gia Nguyén Nhu Vinh bang tric nghiém ACT c6 d6
nhay 70%, d¢ dac hiéu 93%. Gia tri cia ACT da duoc chép nhan dua vao phan loai cla
GINA. ACT duogc st dung dé danh giad muc do kiém soat hen hoan toan va kiém soat hen 1
phﬁn trén bénh nhan diéu trj ngoai tru. Diéu nay cho théy bang ACT don gian, ré tién, tién
loi, d& hiéu khong can do chic ning hoé hip mdi lan danh gia mirc 6 kiém soat HPQ theo
GINA, cho két qua nhanh, kha chinh xac vé mirc do kiém soat hen. Trong diéu kién thuc té
bénh vién tuyén huyén, tinh déu thuc hién duoc ké ca tuyén co s¢ cling thuc hién duoc.

Téc dung phu cta thudc theo ghi nhan nghién ctru khd hong, ndm miéng, hoi hop, 2 nhoém
13,7% va 11,7% khong co su khac biét co y nghia théng ké P>0,05. Két qua nay cao hon
nghién ciru cua tac gia Lé Thi Tuyét Lan ding salbutamol/ Futicasone két hgp vdi Ventolin 1a
7,9%, tac gia Lé Minh Duc sir dung bién phdp SMART va diéu tri phong hen hién nay la
8,0%. Tac dung phu thudc 2 nhom thuong mirc d6 nhe. Pé phong tranh tac dung phu cta
thudc bénh nhén can stc hong ngay sau khi hit hoic xit thudc.

KET LUAN
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Nghién ctru nay cho thiy liéu phap SMART c6 hiéu quéa kiém soat HPQ tét hon phéac d6 diéu
tr1 HPQ du phong hién tai.
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