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.DIEN BAN Y HOC
" h Nghién ctru khoa hoc

PANH GIA HIEU QUA HOAT BONG BAO CAO ADR CO
CHU BicH THONG QUA CAN THIEP CUA DUOC sT LAM SANG
TAI TRUNG TAM DI UNG - MIEN DICH LAM SANG,
BENH VIEN BACH MAI

Tran Nhan Thang*, cdn Tuyét Nga*, Nguyén Thu Minh*, Nguyén Thi Thu* Nguyén Hoang Anh**,
Nguyén Van Doan***

TOM TAT

Muc tiéu: Danh gia hoat déng bao cao ADR tv nguyén theo phuong phap bao céo c6 cha dich
thong qua can thiép cla dwgc sT lam sang (DSLS). B6i twong va phwong phap: Nghién ctu tién ctu
mo ta tai Trung tdm Di (ng-MDLS, Bénh vién Bach Mai trén bénh nhan c6 biéu hién ADR nghi ngo do
thudc tlr thang 7-12/2016. Két qua: sO lvgng bdo cdo ADR c¢6 chd dich cta Trung tdm Di ('ng-MDLS
trong 6 thang cudi ndm 2016 la 119 bao céo, trung binh chiém 64,7% tong s6 bao cdo ADR trung binh
hang thang cta Bénh vién Bach Mai. s6 lvgng bao cdo ADR cla Trung tdm DI ¢tng-MDLS giai doan
2012-2016: trong giai doan thwc hién can thiép cua DSLS, s6 lvgng bdo cdo ADR tang cd y nghfa thong
ké (p<0,05). Sau can thiép, ty 1é bdo cdo ADR hang thang/100 bénh nhan diéu tri tdng trung binh 6,3 bao
c40/100 bénh nhén va tang c6 y nghia thdng ké so voi tredc can thiép (p<0,05). Cac ADR duoc bao céo
chi yéu lién quan dén hdi chirng qua man do thuéc (DIHS/DRESS) véi ty 1& 25,4%; hoi chirng Stevens-
Johnson (SJS) véi ty 1& 24,6%; may day (10,7%); s6c phan vé (9,0%) va hdng ban da dang (8,2%). Thudc
nghi ngd gay ADR chi yéu thudc nhom thudc diéu tri gat (24,3%); khéang sinh (20,0%), trong dé chi
yéu la nhom beta-lactam va cac penicilin; thuéc chéng déng kinh (11,2%); thudc diéu tri lao (7,2%) va
nhém NSAIDs (5,9%). Hoat chét nghi ngo gdy ADR duoc ghi nhan nhiéu nhét la allopurinol (36 ca;
23,1%); Carbamazepin (13 ca; 8,3%); amoxicilin (9 ca; 5,8%); metronidazol (4 ca; 2,6%) va ceftriaxon
(4 ca; 2,6%). Cac cdp thu6c-ADR duwgc bao cdo nhiéu nhat la allopurinol gdy DIHS/DRESS (10,9%),
allopurinol gay SJS (6,4%) va Carbamazepin gay SJS (5,1%). Két luan: Hoat dong dugc lam sang, trong
d6 viéc giam sat tich cwe clia DSLS lam tang cé y nghia s6 lvgng bao cdo ADR tai Trung tdm Di (ng-
MDLS, Bénh vién Bach Mai. Do d6, can duy tri va tang cuvong hoat déng duoc lam sang trong céng tac
theo ddi, giam sat va bao cdo ADR.

Tl khoa: ADR, bao cdo c6 cha dich, can thiép cta dugc silam sang, phan ng trén da nghiém trong
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SUMMARY

IMPACT OF TARGETED SPONTANEOUS ADR REPORTING THROUGH CLINICAL
PHARMACIST INTERVENTION AT THE CENTRE OF ALLERGY AND CLINICAL
IMMUNOLOGY, BACH MAI HOSPITAL

Objective: Assessment of targeted spontaneous ADR reporting activity through clinical pharmacist
intervention. Methodology: A prospective, descriptive study at the Centre of Allergy and Clinical
Immunology (CACI), Bach Mai hospital, in patients with a probable drug-induced ADR from July to
December 2016. Results: The number of targeted spontaneous ADR reporting of CACI in the last 6
months of 2016 was 119 reports, average accounting for 64.7% of the monthly average ADRSs reports of
Bach Mai hospital. The number of ADR reports of CACI from 2012-2016: during the period of clinical
pharmacist intervention, the number of ADR reports showed a statistical significant increase (p<0.05).
The post-intervention monthly ADR reporting rate per 100 patients treated had an average increased of 6.3
reports per 100 patients and statistically significant increase compared to the pre-intervention (p<0.05).
The ADRs reported primarily related to drug-induced hypersensitivity syndrome/drug reaction with
eosinophilia and systemic symptoms (DIHS/DRESS) with 25.4%; Stevens-Johnson syndrome (SJS) with
24.6%; urticaria (10.7%); anaphylactic shock (9.0%) and erythema multiforme (8.2%). The most frequent
drug groups were gout medications (24.3%), antibiotics (20.0%, most of them were mostly beta-lactam
and penicilins), antiepileptics (11.2%), drugs for tuberculosis (7.2%) and followed by non-steroidal anti-
inflammatory drugs (NSAIDs) with 5.9%. Allopurinol and carbamazepine were the most common culprit
drags in 36 cases (23.1%) and 13 cases (8.3%), respectively. The most commonly reported ADR-drug pairs
were allopurinol-induced DIHS/DRESS (10.9%), allopurinol-induced SJS (6.4%) and carbamazepine-
induced SJS (5.1%). Conclusion: It can be concluded that, clinical pharmacy activity in which active
surveillance of by a clinical pharmacist has resulted in a significant increase in the number of ADR
reports at the Center of Allergy and Clinical Immunology, Bach Mai hospital. Therefore, it is necessary to
maintain and enhance clinical pharmacological activity in monitoring, surveillance and reporting of ADR.

Keywords: ADR, targeted spontaneous reporting, clinical pharmacist intervention, severe cutaneous
adverse reaction (SCAR)

I. DPATVANDE

T nam 2012, Bénh vién Bach Mai da trién
khai hé thdng bdo cado tv nguyén vé phan (ng cd
hai cCia thu6c (Adverse Drug Reaction-ADR) nham
thu thap cac bdo cdo ADR tlr can b0 y té. Trong
d6, Trung tam Di (ng-Mién dich 1am sang (Trang
tam Di tng-MDLS), mot don vi dién hinh luén nam
trong danh séach cac don vi bao cdo ADR nhiéu nhat
do c6 dac thu diéu tri 1a thudng xuyén ti€p nhan cac
bénh nhan co biéu hién di (rng thubc. Tuy nhién, so

lugng bdo cdo ADR tuv nguyén ghi nhan dugc tir
Trung tdm Di *ng-MDLS néi riéng va cac don vi
lam sang néi chung chwa phan anh ding thuc té sé
lvong ADR xay ra trong thuc hanh [1]. Theo két qua
nghién cltu & Anh cho thay, s6 lvgng bao cdo ADR
mé&i chi chiém khodng 6-10% so v&i s6 lwvgng ADR
xay ra trén 1am sang [2], Nguyén nhan c6 thé do khoi
lvgng 16n cong viéc cham séc, diéu tri ngudi bénh tai
cac don vi 1am sang dan dén thiéu thoi gian cho cong
tac theo doi, gidm sat va bao cdo ADR. Mat khac,
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cac don vi cling chua c¢6 nhan lwc chuyén trach dé
theo ddi, phat hién, gidm sat ADR. TU thuc té do,
nham ting cudng bao cdo ADR, mot trong nhitng
bién phap c6 hiéu qua la théng qua hoat ddng
dugc Iam sang v6i sy can thiép cta dwoc st lam
sang (DSLS), da duoc trién khai thanh cong & mot
s0 nwdc nhw Phéap [3],[4], Tay Ban Nha [5], Ciing
nhv vay, nghién clu bwdc dau thwc hién & Trung
tdm Di tng-MDLS nam 2013 cho thay, s6 lwgng
bdo cao ADR tang Ién c6 y nghTa khi c6 can thiép
cla DSLS [1]. P& tiép tuc khang dinh hiéu qua can
thiép clia DSLS trong viéc tang cuong hoat dong
bao cdo ADR cé chu dich (Targeted Spontaneous
Reporting-TSR), dé tai “Danh gia hiéu qua hoat
dong bao bao ADR cé chd dich théng qua can
thiép clia dwoc sTlam sang tai Trung tam Di ¢ng-
MDLS, Bénh vién Bach M ai” dugc thwc hién véi
muc tiéu nhu sau:

1- Banh gié hiéu qua cla hoat ddng bao cao
ADR c6 cha dich théng qua can thiép clia DSLS.

2- Phan tich moét so dac diém lién quan dén
cac ADR ghi nhan duoc.

1. POl TUONG VA PHUONG PHAP
NGHIEN CUU

2.1aD6i twgng nghién clru
2./8 &Tiéu chuan lwva chon

- Tat cd bénh nhan té¢i kham va diéu tri tai
Trung tdam Di tng-MDLS c6 biéu hién ADR nghi
ngo do thudc tlr thang 07/2016 dén thang 12/2016.

- Toan bd bao cdo ADR tv nguyén cla Trung
tdm Di tng-MDLS c6 ngay nhéan béo céao tir thdng
01/2012 dén thang 12/2016 lwu trir tai Khoa Dugc.

2.1.2 Tiéu chuan loai trir
- Cac bénh nhan t¢i kham va diéu tri ngoai tra.

- Céc bao céo thiéu thdng tin vé thubc nghi
ng® gdy ADR va/hodc khong cé théng tin vé ADR.

2.2. Phuoiig phap nghién ctru

Tién clu, can thiép, thiét 1ap kénh bao cao
ADR ty nguyén cé chl dich va xay dung biéu
mau ADR dinh sén phu hop véi dic thu cia Trung
tam Di tng-MDLS.

2.2.1. Quy trinh nghién ctu

DSLS + Bac st . . . ) o .
4 5 Xay dvng bi€u mau ADR dinh san phu hop
am sang
Bénh nhan nhapvién,
t dieu tri tai Trung tam
ré .. . e N )
DSLS + Bac st Theo d6i, phat hién bénh nhan cé ADR
lam sang nghi ngd do thudc

DSLS + Bac sTlam Dién théng tin day du vao cac phiéu ADR
sang dinh sdn

Pinh ky 1 tuan/Ian
DSLS Thu thap céac phiéu ADR vé Khoa Dugc
Pinh ky 1 thang/lan

GUri cac phi€éu ADR dén trung tam DI &

Khoa Duoc ADR Qudc gia

So do 1. Quy trinh nghién clru

Quy trinh nghién ctru dwgc mod ta trong Hinh
1 Theo dd, DSLS sé ph6i hop véi bac sT lam sang
xay dueng biéu mau ADR dinh sin phu hop voi dic
thii ctla Trung tdm Di ’ng-MDLS; DSLS phéi hop
V@i bac sT lam sang theo ddi, phat hién bénh nhéan
c6 biéu hién ADR nghi ngo do thuéc va dién thong
tin day du vao cac phiéu ADR thong qua bénh an,
phdng van bénh nhan, ngudi nha bénh nhan; dinh ky
1tuan/lan, DSLS dén Trung tam Di 'ng-MDLS dé
thu thap cac phiéu ADR vé Khoa Dugc dé phan tich,
tham dinh; dinh ky 1 thang/lan, Khoa Duoc sé gui
cac phiéu ADR da tham dinh dén Trung tam Qudc
gia vé Thong tin thu6c va theo ddi ADR cla thudc
(Trung tdm DI & ADR Qudc gia).

2.2.2. Chitiéu nghién ctu

* Danh gia hiéu quad hoat dong bao cao ADF
c6 chu dich thdng qua can thiép cia DSLS

- So sanh s lwgng bdo cdo ADR c¢6 chu dict
Ity tién hang thang va trung binh hang thang cuda
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Trung tdm Di ¢*ng-MDLS véi s6 lugng bao cao
ADR tv nguyén tvong rng hang thang ctia Trung
tam Di ’ng-MDLS va cta Bénh vién Bach Mai tlr
nhan vién y té theo quy trinh thwdng quy.
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2.3. X Iy s6 liéu
S6 lieu dwoc xi ly bang phan mém Excel
2010, XLSTAT 2017 va SPSS 20. Phéan tich xu
hudng bao céo theo thang bang kiém dinh Mann-

- Phan tich tan suét va xu huéng thay d6i VeKendal. S dung phan tich chudi thoi gian gian

s lvgng ADR theo thang, ty 1é bdo cdo ADR hang
thang/100 bénh nhan diéu tri trwvéc va sau can thiép.

doan (Interupted Time Series Analysis) bang mo
hinh ARIMA-1,0,0 (Auto-Regressive Intergrated

* Phan tich mot so dic diém lién quan dénMoving Average-ARIMA-p,d,q) d€ danh gia hiéu

cac ADR ghi nhan duwoc (bénh nhan, cac ADR ghi
nhan dugc, cac thudc nghi ngd gady ADR va céc
cap thudc-ADR duwgc bao cao)

qua clia can thiép [6], Ty lé s6 lwgng bao cdo ADR
hang thang trén 100 bénh nhan diéu tri dwoc lwgng
gia bang mé hinh héi quy trng phén nhu sau:

y,=P 0+ Pj *thoigian +//, * can thiép +P}* thoigian sau can tliiép + e

Trong d6:y laty Ié bdo cdo ADR/100 bénh
nhan diéu tri tai thang t; thoigian 1a mét bién lién
tuc, chi thoi gian theo thang tir lGc bét dau thwc
hién quan sat; can thiép la mdt bién nhi phan:
truwdc can thiép thi can thiép =0 va sau can thiép
thi can thiép = /,ath&igian sau can thiép la mot
bién lién tuc, chi s6 thang sau can thiép tai thoi
diém t; POla hang s6, tung dd gbc cha do thi trwdc
can thiép; P1 1a hé so - su thay doi cta_y theo thang
triede khi co can thiép; ly, la hé so - sy thay doi vé
mitc do tirc thoi chay ngay tai thoi di€ém sau can

s6 lvong bdo cdo nam 2016

thiép; P31a hé sb - sv thay d6i vé xu hwéng bién
thién ctay theo thang sau khi c6 can thiép so véi
trvde can thiép va e la sai s ngau nhién tai thoi
diém t.

I11. KET QUA NGHIEN ctru

3.1. banh gia hiéu qua hoat dong bao cao

ADR c6 chu dich théng qua can thiép ciia DSLS

Ket qua nghién cru vé hiéu qua cla cac bao
cao ADR c6 chu dich thdong qua hoat dong can
thiép clia DSLS duoc trinh bay trong Biéu do 1

-#-S0 lwong bdo cado ADR Ily
ti€n clia Bénh vién

I-SO lvgng bao cao ADR liy
ti€én cda Trung tdm Dj &ng-
MDLS

r-s6 lwgng bao cdo ADR cé
chu dich c6 can thiép Ity ti€n
clia Trung tdm Dj (’ng-MDLS

I-S6 lwgng bdo cdo ADR tw
nguyén luy ti€n cta Bénh vién

-«-S0 luvgng bdo cado ADR tvw
nguyén luy tién cta cac don
vi khac

-+-S0 luwgng bdo cado ADR tyw
nguyén luy ti€n cda Trung tam
DI (rng-MDLS

Biéu dd 1. SO lwvong bao cdo ADR Iy tién theo thang cia Trung tdm Di (rng-MDLS,
cac don vi khéac va ctia Bénh vién
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Nhan xét: Ket qud trong Hinh 2 cho thay,
s6 lvgng bao cdo ADR c6 chu dich cta Trung
tam Di 'ng-MDLS trong 6 thang cudi ndm 2016
la 119 béo céo, trong khi s6 lwvgng bao cdo ADR
tw nguyén cung ky cla Trung tdm la 9 bao céo;
sO lwgng bao cdo ADR c6 chi dich iy tién theo
thang cda Trung tdm Di (¢ng-MDLS cao hon sb
lvgng ADR tuw nguyén iy tién theo thang twong
(*ng cla Trung tam Di *ng-MDLS va cla Bénh
vién Bach Mai; s6 lvgng bdo cdo ADR cé chd

s6 lugng bdo cdo ADR
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dich trung binh hang thang ctia Trung tam Di ¢ng-
MDLS (19,8 bao cdo/thang) cao hon c6 y nghia so
v6i sO lvgng bao cdo ADR tu nguyén trung binh
hang thang cla Trung tdm (1,5 bao cado/thang) va |
chiém 64,7% téng s6 bdo cdo ADR trung binh
hang thang cta Bénh vién Bach Mai.

Sy thay ddi xu huéng vé sd lwgng bao céo
ADR cla Trung tam DI (¢ng-MDLS giai doan
2012-2016 bdng phan tich Mann-Kendal duoc
trinh bay trong Biéu d6 2.

# "\
hs.
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S6 lugng bao céo Au?tu nguyén
S6 lugng bado cdo ADR tong giai doan can thiép

Biéu d6 2.s6 lvong bdo cAo ADR cla Trung tdm Di 'ng-MDLS giai doan 2012-2016

Nhan xét: Ket qua phan tich trong Hinh 3 cho
thdy, trdc can thiép sw thay déi sd lwgng bao céo
ADR tuong doi thdp va khac biét khéng cé y nghia
thong ké véi p>0,05. Nguwoc lai, trong giai doan thuc
hién can thiép tlr thang 7-12/2016, s6 lwgng bao céo
ADR tang c6 y nghia théng ké (p<0,05).

Sy thay d6i vé mic do va xu hudng cla ty
Ié bdo cdo ADR hang thang/100 bénh nhan diéu
tri tai Trung tdm Di tng-MDLS giai doan 2012-
2016 voi giai doan can thiép cia DSLS tlr thang
7-12/2016 dugc trinh bay trong Bang 1

Bang | éSu thay doi vé mrc dé va xu hwdng cla ty 1é bdo cdo ADR hang thang/100 bénh nhan

S thay d6i sau can thiép Ty |é bdo cao ADR hang thang/100 bénh nhan p
Su thay déi vé mirc do (P2 6,326 <0,001
Su thay déi vé xu hwéng bién thién (PJ -0,593 0,069

Nhan xét: Ket qua trong Bang 1 cho thdy,
sau can thiép, ty Ié b4do cdo ADR hang thang/100
bénh nhan diéu tri tai Trung tim Di (*ng-MDLS
tdng trung binh 6,3 béo céo trén 100 bénh nhan
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va tdng cd y nghia thdng ké so véi trude can thiép
(p<0,05). Ty Ié nay sau giai doan can thiép co |
Xxu huéng gidam nhwng chua cé y nghia thong ké
(P=0,069)E
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3.2. Phan tich mot s6 dac diém lién quannhan dén kham va diéu tri véi biéu hién ADR nghi

dén cac ADR ghi nhan duoc

3.24 éKet qua nghién ctru vé dac diém bénh
nhan

Trong giai doan nghién ctu, c6 118 bénh

ngo do thudc. Trong dé, ghi nhan dugc 01 bénh
nhan co biéu hién ADR vao hai thoi diém khac
nhau. Do vay, ching t6i xem nhu c6 tong cdng
119 bénh nhan nghién ctu véi cac dac diém duogc
mo ta trong Bang 2.

Bang 2. Bac diém bénh nhan nghién clru (n=119)

Péc diém

Gidi tinh

Phan nhém: s6 bénh nhan (ty 1é %)

N@: 73 (61,3%)

Tubi trung binh: 48,7 + 19,0 (thdp nhéat: 13 ; cao nhat: 88)

Tudi
<18 tudi: 4 (3,4°/0)

18-60 tudi: 78 (65,5%)

>60 tubi: 37(31,1%)

Cé6 tién str di &ng : 10 (8,4%)

Tién st di (rng Di &ng do thudc: 5

(4,2%)

Nhan xét: Két qua tlr Bang 2 cho thay, trong
cic bao cdo ADR ghi nhan dwoc da s6 bénh nhan
la nir (61,3%); tudi trung binh la 48,7 (x 19,0);
chu yéu & do tudi 18-60 (65,5%); mot ty I&é nhd
bénh nhan c¢6 tién st di &ng thudc (4,2%).

3.2.2. Ket qua nghién ctru vé dac diém cla
cacADR ghi nhan duogc

Trong nghién ctu nay, cac ADR dugc phan
loai thanh 10 thé/hdi ching di (ng thudc dién
hinh, bao gdm: hodi chirng qua man do thudc
hodc héi chirng phat ban do thudc (Drug-Induced
Hypersensitivity Syndrome/Drug Reaction with
Eosinophilia and Systemic Symptoms-DIHS/
DRESS), h6i chirng Stevens-Johnson (Stevens-
Johnson Syndrome-SJS), may day, sdc phan vé,
hong ban da dang, hdi ching hoai t& thuong bi
nhiém doc (Lyell’s syndrome or Toxic Epidermal
Necrolysis-TEN), hdi ching SJS/TEN, phu
Quincke, ban mun md cap toan than (Acute
Generalised Exanthematous Pustulosis-AGEP) va
céc thé di (ng khac (s6t, viém da di &ng,...) duoc
thé hién trong Biéu do 3..

Di (rng khéng do thudc: 3

Di &rng khéng rd nguyén nhan:
(2,5%) 2(1,7%)

m DIHS/DRESS
m Hoi chirng Stevens-Johnson
m May day
m Sic phan vé
* Hong ban da dang
mHoi ching SIS'TEN
mLyeU-TEN
m Phu Quincke
AGEP

mKhac

Biéu dd 3. Phan loai dac diém ADR trong mau
nghién ctru (%, N=122)

Nhan xét.d K&t qua trong Hinh 4 cho thdy, cac
ADR duwogc bao cao chi yéu lién quan dén DIHS/
DRESS (25,4%); SJS (24,6%); may day (10,7%);
soc phan vé (9,0%) va hong ban da dang (8,2%).
Ngoai ra, héi chirng SJIS/TEN, Lyell-TEN, AGEP
cling dwgc ghi nhan véi ty Ié it hon.
3.2.3. Két qua nghién ctru vé dac diém cla cac
thudc nghi ngrgay ADR

Céc thudc nghi ngo gady ADR dwgc phan loai
theo nhom duoc ly dua theo md@ ATC dugc trinh
bay trong Bang 3 du¢i day.
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Bang 3. Cac nhém dwoc lygay ADR duwoc bao cdo nhiéu nhat (n=152)

Nhém thuéc Ma phan loai Phan nhém thu6c Téng Ty 1& (%)
MO4. Thubc diéu tri gat 37 24,3
MO4A Thudc diéu tri gat 37
JO1. Khang sinh 25 20,0
Khang sinh nhom beta-lactam, cac
Joic 9
penicilin
Jo1D Khéng sinh beta-lactam khéc 7
JO1X Khéang sinh khéac 4
JOiM Khang sinh nhom Quinolon 3
JO1F Macrolid va lincosamid 2
N03. Thuéc chéng ddng kinh 17 11,2
NO3A Thudc chéng dong kinh 17
J04. Thubc chdng vi khudn mycobacteria 1n 7,2
JO4A Thu6c diéu tri lao n
MO1. Thubc chéng viém va chdng thap khép 9 5,9

Thudc chéng viém, chéng thap khép
MO1A 9
khéng cé cau truc steroid (NSAIDs)
Nhéan xét: Két qua trong Bang 3 cho thdy, penicilin; thudc chéng dong kinh (11,2%); thudc
thudc nghi ngd gdy ADR chl yéu thudc nhéom diéu tri lao (7,2%) va nhém NSAIDs (5,9%).
thudc diéu tri gut (24,3%); khang sinh (20,0%),

) Céac hoat chat gdy ADR duoc bao cao nhiéu
trong dé chu yéu la nhom beta-lactam va céac

nhdt dwoc trinh bay trong Biéu do 4.

Allopurinol Carbamazepin Amoxicillin  Metronidazol Ceftriaxon
Biéu do6 4. Cac hoat chat nghi ngogay ADR duoc bao cao nhiéu nhat (N=152)

Nhéan xét: Ket qua trong Hinh 5 cho thady, hoat (13 ca twong rng voi 8,3%); amoxicilin (9 ca tuong
chét nghi ng gdy ADR dugc ghi nhan nhiéu nhatla (ng voi 5,8%); metronidazol (4 ca twong (ng Wi
allopurinol (36 catwong tng v6i 23,1%); Carbamazepin 2,6%) va ceftriaxon (4 ca tvong (rng véi 2,6%).
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3.2.4. K&t qua nghién ctru vé dac diém cla cac cap thudc-ADR duoc bao céo

Trong giai doan nghién ctu, tdng cong cé 156 cap thudc-ADR duoc bao cdo, két qua dwoc trinh

bay trong Bang 4.

Bang 4. Cac cap thudc-ADR dugc bao cado nhiéu nhat (n=156)

Tén thubc ADR gap phai SO lvong (ty 1é %)
Allopurinol Hoi chirng DIHS/DRESS 17(10,9)
Allopurinol HOi chirng Stevens-Johnson 10 (6,4)
Carbamazepin Hbi chirng Stevens-Johnson 8(5,1)
Allopurinol Ho6i chirng SJS/TEN 5 (3,2)
Carbamazepin Hoi chirng SJS/TEN 3(1,9)
Metronidazol HoOi chirng Stevens-Johnson 3(1,9)
Allopurinol Hong ban da dang 2(1,3)
Carbamazepin Hoi chirng DIHS/DRESS 2(1,3)
Amoxicillin Hoi chirng DIHS/DRESS 2(1,3)
Amoxicillin HOi chirng Stevens-Johnson 2(1,3)
Celecoxib Hoi chrng DIHS/DRESS 2(1,3)

Nhan xét: Két qua trong Bang 4 cho thdy, cac
cap thuéec-ADR duwoc bao cao rat da dang. Céac cap
thu6c-ADR duoc bao cdo nhiéu nhat la allopurinol
gdy DIHS/DRESS (10,9%), allopurinol gay SJS
(6,4%) va Carbamazepin gay SJS (5,1%).

IV. BAN LUAN

V& danh gia hiéu qua hoat déong bao céao
ADR c6 chu dich théng qua can thiép clla DSLS:
Trong giai doan thwc hién can thiép ctia DSLS tur
thang 7-12/2016, s6 lvgng bdo cdo ADR c6 chd
dich ctia Trung tdm Dj ¢ng-MDLS la 119 béo céo.
S6 lvong bédo cdo ADR c6 chl dich trung binh
hang thang cta Trung tdm Di ¢tng-MDLS chiém
64,7% tong sO bao cdo ADR trung binh hang thang
clia Bénh vién Bach Mai. Ket qua nghién cru cua
ching t6i cho thdy, ty 1é nay cao vuot tri, chiém
trén 50%, phu hop véi két qua trong giai doan can
thiép thwc hién ndm 2013[1]. Trong khi, trong céac
giai doan trwdc do tir 2006-2012, Trung tdm Di
tng-MDLS ludn la mot trong ba don vi dan dau

S6 chuyén dé (Thang 4/2018) Y HOC LAM SANG

vé sO0 lvong bdo cdo ADR, trong dd, cao nhét la
nam 2007 cd 140 béo cado ma&i chi chiém 36,4%
tong s6 bao céo cua bénh vién [7],[8]. Bong thoi,
két qua phan tich Mann-Kendall tir thang 01/2012
dén thang 12/2016 bao gébm giai doan can thiép t0
thang 7-12/2016, so lvgng bdo cdo ADR tang cé y
nghfa thong ké (p<0,05). Mat khéac, sau can thiép,
ty 1é bdo cdo ADR hang thang/100 bénh nhéan diéu
tri tai Trung tdm Di G¢ng-MDLS tang trung binh
6,3 bao cdo trén 100 bénh nhén va tang c6 y nghta
thdng ké so v@i trwvéc can thiép (p<0,05). Nhuw
vay, c0 thé thdy su can thiép cla DSLS trong viéc
thiét 1ap kénh bao cdo cé chl dich tai Trung tam
Di ’ng-MDLS da phéat huy cé hiéu qua, diéu dé
khang dinh vai tro clia DSLS trong viéc béo céo
ADR ty nguyén. Tuy nhién, ty 1é bao cdo ADR
hang thdng/100 bénh nhén sau giai doan can thiép
c6 xu huéng giam nhung chua cé y nghia thong
ké (p=0,069). Nguyén nhén cé thé do cé sy dao
déng manh sd lvgng bao cao theo tirng thang, sw
thay d6i s6 lwogng bénh nhan didu tri va van con
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tinh trang bao cdo thiéu (under-reporting) véi s6
lvgng bao cédo con khac xa so v@i thuc té€ diéu tri.
Hon nira, viéc thiéu thoi gian dé ghi chép hao céo
cling nhv quan niém la cAc ADR biét qua r6 hoac
ADR & mic d6 nhe khong dang dé béao céo la cac
yéu td can tré trong cong tdc bao cdo ADR. Do
vay, viéc don gian hoa va cu thé hoa biéu mau
bao cdo ADR phu hgp véi dac treng cla Trung
tdm Di (’ng-MDLS ndi riéng, cac don vi diéu tri
trong bénh vién noéi chung c6 vai tro quan trong
g6p phan lam tang so lvgng va chét lwgng cla cac
b4o cdo ADR.

vé phan tich mot so dac diém lién quan dén
cac ADR ghi nhan dugc: Trong giai doan nghién
ctru, da s6 bénh nhan lanir (61,3%); tudi trung binh
la 48,7 (= 19,0); chl yéu & do6 tudi 18-60 (65,5%);
mot ty 1&é nhé bénh nhan cé tién s di 'ng thudc
(4,2%). Ket qua nay ciing tvong dong voi két qua
nghién ctu nam 2013 [1]. Cac ADR duwoc bao cao
cht yéu lién quan dén DIHS/DRESS (25,4%); SJS
(24,6%); may day (10,7%); soc phan vé (9,0%)
va hong ban da dang (8,2%). Két qua nghién ctu
cho thdy, cdc ADR chl yéu ghi nhan duoc cling
thwong gdp trong moét s6 nghién ctu [9], Day la
nhitng phan G&ng trén da nghiém trong (Severe
Cutaneous Adverse Reaction, SCAR) c6 kha nang
tiém tang de doa tinh mang cling nhu cé nguy co
gay tlr vong, sdc phan vé la thé di ’'ng nang nhat
véi nguy co tir vong cao, c6 thé do nhiéu thudc
gay ra nhwng phd bién la do khang sinh, cling xuét
hién voi ty 16 dang ké (9%). Tuy chiém ty Ié it
hon nhwng cdc SCAR nhuv SJS/TEN, Lyell-TEN,
AGEP déu dwgc ghi nhan. Nghién ctu cla ching
toi ghi nhan duoc cac SCAR & thé lam sang di
tng thwong gap nhv DIHS/DRESS, SJS, may day
va cac thé lam sang di ¢ng hiém gap nhu SJS-
TEN, Lyell-TEN, AGEP truéc hét la do nghién
ctru duoc ti€n hanh tai Trung tdm Di ¢’ng-MDLS
la trung tdm dau nganh, tuyén cudi ca nuéc vé di
tng-mién dich nén bénh nhan c6 biéu hién ADR

kha da dang. Dong thoi, hiéu qua cta md hinh
phdi hgp don vi 1am sang-Khoa Dugc-Trung tam
DI & ADR Qudc gia gitp ghi nhan dvoc cac ADR
ké trén, vé thubc, két qud nghién clru cho thdy,
thudc nghi ngd gdy ADR chu yéu thuéc nhém
thudc diéu tri gut (24,3%); khang sinh (20,0%),
trong d6 chd yéu la nhom beta-lactam va cac
penicilin; thuéc chéng dong kinh (11,2%); thudc
diéu tri lao (7,2%). Bén canh d6, nhém NSAIDs
cling dvoc bao cao vai ty 1é dang ké (5,9%). Ket
qud nghién ctru cla chdng toéi phu hop véi nhiéu
nghién ctru tién hanh tai Trung tdm DI ¢tng-MDLS
[1]. Trong d6, khang sinh, nhdm NSAIDs, thudc
diéu tri guat, thuéc chéng dong kinh, thudc diéu
tri lao déu nam trong danh sach céac thubc gay
ADR véi ty Ié cao nhat. Trong nghién clru cda
ching téi, hoat chat nghi ngd gdy ADR dugc ghi
nhan nhiéu nhat la allopurinol (36 ca twong (*ng
voi 23,1%); Carbamazepin (13 ca twong &ng voi
8,3%); amoxicilin (9 ca twong ¥ng véi 5,8%);
metronidazol (4 ca twong Gng v@i 2,6%) va
ceftriaxon (4 ca twvong (ng voi 2,6%). K&t qua nay
cling phu hop véi cac két qua trong mot s6 nghién
clru [1]. Céc cdp thudc-ADR duoc bao céo nhiéu
nhat la allopurinol gdy DIHS/DRESS (10,9%),
allopurinol gay SJS (6,4%) va Carbamazepin gay
SJS (5,1%). Theo két qua nghién ctru, allopurinol
cling la tdc nhan chinh gay SJS [10].

V. KET LUAN

i/Hiéu qua hoat déng bao cdo ADR c6 chu
dich thdng qua can thiép ciia DSLS

- S6 lvgng bdo cdo ADR cé chl dich cua
Trung tdm Di ’ng-MDLS trong 6 thang cu6i ndm
2016 14 119 béo céo.

- S6 lvgng bao cdo ADR c6 chu dich trung
binh hang thang clGa Trung tdm Di ‘ng-MDLS
chiém 64,7% tong s6 bao cdo ADR trung binh
hang thang ctia Bénh vién Bach Mai.
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- S6 lwgng bdo cdo ADR cla Trung tam
Di tng-MDLS giai doan 2012-2016: trong giai
doan thwc hién can thiép ctia DSLS (tr thang
7-12/2016), s6 lwgng bdo cdo ADR tdng c6 y
nghta théng ké (p<0,05).

- Sau can thiép, ty I&é bao cdo ADR hang
thang/100 bénh nhan diéu tri tai Trung tam Di
(ng-MDLS tang trung binh 6,3 bao céo trén 100
bénh nhan va tang c6 y nghia thdng ké so véi
triegc can thiép (p<0,05).

2 /Mot s6 dac diém lién quan dén cac ADR
ghi nhan dugc

- vé dac diém bénh nhan: Trong giai doan
nghién ctru, da s6 bénh nhan la nir (61,3%); tudi
trung binh 1a 48,7 (+ 19,0); chi yéu & do6 tudi 18-
60 (65,5%); mot ty 1é nhd bénh nhan co tién s di
ting thudc (4,2%).

- vé dac diém cla cac ADR ghi nhan duoc:
Cac ADR dugc bao céo chl yéu lién quan dén
DIHS/DRESS (25,4%): SJS (24,6%); may day

TAI LIEU THAM KHAO
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(10,7%); s6c phan vé (9,0%) va hong ban da dang
(8,2%). Ngoai ra, héi ching SJS/TEN, Lyell-
TEN, AGEP ciing dwoc ghi nhan véi ty 1€ it hon

- Vé d&c diém clia cac thude nghi ngdgay ADR:

+ Thudc nghi ngd gdy ADR chi yéu thudc
nhém thubc diéu tri gut (24,3%); khang sinh
(20,0%), trong d6 chl yéu la nhédm beta-lactam
va cac penicilin; thuéc chéng dong kinh (11,2%);
thudc diéu tri lao (7,2%) va nhom NSAIDs (5,9%).

1

+ Hoat chat nghi ngo gdy ADR dugc ghi
nhan nhiéu nhat Ia allopurinol (36 ca twong (*ng
voi 23,1%); Carbamazepin (13 ca twong ng voi
8,3%); amoxicilin (9 ca twong tng vGi 5,8%);
metronidazol (4 ca twong Gng véi 2,6%) va
ceftriaxon (4 ca twong ng véi 2,6%).

- V& dic diém cha céac cdp thuoc-ADR duoc
bdo cdo: Céc cdp thudc-ADR dugc bao cao nhiéu
nhat la allopurinol gdy DIHS/DRESS (10,9%),
allopurinol gay SJS (6,4%) va Carbamazepin gay
SJS (5,1%).
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