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\‘ Thuéc sinh hoc la gi ?

« San pham sinh hoc:

« Thudrng c6 ngudn gbe tir cac t& bao séng, bao gdm cac loai khac nhau nhw vaccine, mau
va cac ché pham tlr mau, liéu phap gen va khang thé don dong (mAbs — monoclonal

Antibodies)
« Buoc tao thanh tir dwéng, protein, nucleic acid, té bao hoic mé séng

* Phan Ién duoc san xuat bang cong nghé DNA tai té hop

Midiam, C. (2020) Sradus of Biokogic Drugs in Modarn Theropeutics-Tavgeted Theraves vs. Small Molecide Drugs. Bicdogics, Bosimilars, and Babetfes, 37-46

CAP NHAT NHUNG TIEN BO TRONG QUAN LY TOAN DIEN CAC BENH CO XUGNG KHOP




) _ HOINGHI KHOA HOC NAM 2025
LIEN CHI HOI BENH TU MIEN CO XUONG KHGP TP.HO CHi MINH

ATA:

=& Thuéc sinh hoc la gi ?

« Khang thé don dong (mAbs):
« Khang thé lai (chimeric antibodies): Két hop protein cta chuét va ngudi
« Khang thé nhan héa (humanized antibodies): Giam thiéu cac thanh phan tir chudt

« Khang thé hoan toan tr ngwoi (fully human antibodies): Duoc tao ra tir té bao ngudi hoan toan

Midlam, C. (2020). Stalus of Blalogne Drigs i Modadr T i o5« Tawgpledt T vE. Sival M Dirugs. Beologies, Bioairmilars, and Biobatlers, 31-48
Soares, T, & Fok, H, (2020), Chinical pharmacology of biological medicines. Madicine. dod 10.1016) mpmad 2020.0

2. Cac thuéc sinh hoc trong diéu tri
cac bénh co xwong khép tw mién
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Pham-Huy A, Top K&, Constantinesou C, Ssow CH, Fl-Chadr . The use and impact of moneclonal antibody blologies during pregnancy. CMAL 2021 Jul 26 193{28):F1129-F1136. dol; 10.1500//cma] H02351,
Lue ¥, Acevedo D, Bafios N, et al. Expected impact of immunomodulatory agents during pregnancy: A newboin's perspective. Pecliotr Allergy bnmunol. 2023; 34213911, doici 00111 Upa, 1391

Twong tac gitra BTMCXK va thai ki

Patients with stable
disease

* risk of progression to a

Disease course in

pregnancy:
*  flares

definite CTD

Patients with clinical
and serological disease

activity

PE: preeclampia; FGR: fetal growth restriction; SGA: small for gestational age; PTB: preterm birth.

* MISCARRIAGE
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Cac yéu té anh hwéng 1én két cuc thai ki

Positive impact Negative impact
Pregnancy planning and counselling Active disease§
Disease remission® End-organ damage:

Lupus nephritis

Known autoantibody status «  Pulmonary hypertension

Medication adherence + Restrictive lung disease
Use of pregnancy-safe medications! Unplanned pregnancy
Close monitoring of disease activity? Unplanned cessation of treatment™*

Optimisation of general health

*Remission of disease for at least 6 months prior to conception and throughout pregnancy.
tAdjusted for each stage of pregnancy.

IWith outcome measures adjusted for pregnancy where possible,

SBoth prior to conception and during pregnancy.

*“*Without consultation with a rheumatologist due to risk of disease activity.

Sinead Maguire Finbar O'Shea (2021). EMJ Rheumatol. B[1):86-83.

3. Quan ly str dung thuéc sinh hoc
trong thai ky
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Thuéc sinh hoc va thai ki
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Li ¥, Acevedo D, Bafios N, et al. Expectad impact of immanomodulatory agents during pregnancy: A newborn's perspective. Peciatr Allergy frmimunad. 2023 34:81397 1 doit] 0,001 1 pa 10091

Khang thé don dong va thai ki
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Weeks of gestation Months after birth

% of maternal 1gG1 or biological
therapy transferred to the fetus

Kinetics of maternal 1gG transfer to the fetus (%.)

Mineclics of biological therapy in the mother/fetus/newborn depending on the dosing schedule.

Luo Y, Acevedo [, Bafkos N, et al, Expected impact of immunomodulatory agents during pregnancy: A newborn's perspective. Peciotr Allergy fmmunol. 2023; 34:e13911, do] 0,011 Va1 3911
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Hiéu qua kiém soat bénh trong thai ki

riginal Article
Safety and effectiveness of bDMARDs during pregnancy in patients L]
with rheumatic diseases: Real-world data from the BIOBADASER =
registry
Table 1
Patient and clinical features according to rheumatic disease,
RA(n=24) Spondilo-arthropathy (n=22] Other* (n=22) Total (n=68)
Age at the beginning of pregnancy, mean (5D) 34.7(38) 338(66) 319(55) 335(54)
Charlson comorbidity index 1(0.2) 1(0.0) 1.1 (0.3} 1(0.2}
Cancer ooy (o af0) a{m)
Hypercholesterolemia o 0o 1{3.3) 1{1.8)
Arierigl hypertension 00 0(0) 0(0) o)
Smoker o 1(59) 2{10.5) 3(5.5)
Former smoker 0(0) 3(17.7) 0(0) 3(5.5)
Rheumatic disease hbDMARDs (previous)
Etanercept 101041.7) 3(13.6) 7(31.8) 20(29.4)
Infliximak o0 8(36.4) 3(136) 1{16.1)
Adalimumab 4(16.7) 3(13.6) 2(8.1) 9(13.2)
Rifuximah 1{4.2) n{o 0(0) 1(1.5)
Abatacept 1(4.2) EE{4)] 1(4.6) 2(2.2)
Tocilizumah 00 0i0) 3(13.6) 3(4.4)
Certolizumab B(33.3) H{364) 6(17.3) 22(324)
The decision about bDMARDs after conception
Pregnancy (stop bDMARDs) 19(79.2) 16(72.7) 18(81.9) 53(76.0)
Remission { stop BDMARDs) a0y 1(45) 1(4.6) 2{28)
Ongoing iDMARDs 5(208) 5{22.7) 3(136) 13{19.1)
Etanercept 112010 1(20.0) o (o) Z(154)
Adalimumab o 1(200) a0y 1{2.7)
Tocilizumab 0(0) 0{o) 1(333) 1(7.7)
Certolizumab 4(B0.0) 3{60.0) 2(66.7) 9(69.2)

M- fiménes £, Sdncher Foda €, Martine Sorudier O, Garcla Genziler J, Expiuno. Péeuz | Bobdrues Heras €, Campos. Famdeder C, Sanchar Alomso T, iz Cilir A Casvoin Femindor | Safety and afipctivansss of BMARES duning pregnancy in pafissts with oS disnases: Finol wiid data from the
BUHRANASER reguslry Fecrvatod Clin [Erg B}, 2005 Now, 1999):500-506

>

Hiéu qua kiém soat bénh trong thai ki

Table 2
Comparison between cases that continued or interrupted of bDMARDs during pregnancy,
Variables Stop bDMARDs at the Nonstop bDMARDS at the p-Value
beginning of pregnancy (i =55) beginning of pregnancy (n=13)

Effectiveness: activity indexes’, mean (SD)
Pre-pregnancy activity index

DASZB-CPR 44(12) 33(14) 0.180
DAS28-ESR 3.4(08) 24(11) 0.688
BASDAL - 45(2.8) 0818
ASDAS-CPR - 25(02) -
Post-pregnancy activity index
DAS28-CRP 29(16) 2(12) 0.255
DAS28-ESR 22(1.0) 1.7 (0.5) 0.266
BASDAI - 3(2.7) 0.315
ASDAS-CRP - 18(0.7) -
Delta A activity index (past-pre}
DAS28-CRP 1(2.0) - -
DAS2B-ESR 1.2(1.6) = -

2 csDMARD: conventional systemic disease-modifying antirtheumatic drugs.

b Effectiveness activity indexes DAS28-CRP: Disease Activity Score-28 for Rheumatoid Arthritis with CRP; DAS28-E5R: Disease Activity Scare-28 for Rheumatoid Arthritis
with ESR; BASDAI: Bath Ankylosing Spondylitis Disease Activity Index and ASDAS-CRP: Ankylosing Spondylitis Disease Activity Score with CRP.

¢ Value 0 (0) means that event has not occurred, not equivalent to missing; (=) is due to lack of information.

Nhirng bénh nhan khdng ngirng bDMARD tai thei diém bat dau thai ki cd mire

dd hoat @dng bénh 6n dinh va thap hon

Memtwrie-Jimdnes . Sanchar Fiadrs C, Martinee-Gorrdber O, Garde Gonrdinr |, Expositn-Pirez L Boharuas Herss ©. Campos-Famdndns C, Sanches Aforso F, Cifir-Calkr R Castagon Fomindos | Safsty of BDMARDS o i pationts wifh - iz, Rnal-world dats from the
BIEAASER magmry el Cin (Engl B} X053 Moy, 1499} S00-506
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» Repilonts
3 Reumatologia clinica "
b wnalvaris i
::‘:::—:;:;;: www reamatalogiaciinlen org "
Original Article
Safety and effectiveness of bDMARDs during pregnancy in patients i1
with rheumatic diseases: Real-world data from the BIOBADASER |

registry

Conclusion: Being pregnant is still an uncommon condition in patients
with rheumatic diseases and using bDMARDs. Our results show that
rheumatic disease tended to progress better during pregnancy in
patients who continued to take bDMARDs.

Membro-Jambnes . muw-l-lm inoz-Gonzoz O ia-Gonoites J, Expdato. Pémg L, Bohbrpues Heras ©. Campos-Fomdndes ©, Sanches Monso F, G iz R, Castegtn Fernande | Saioty and effuciveness. of bOMARDs dumg prognancy i patients wih theumatic deeases: Real worid data fom the
BHOBADASER mmgsiry. Famatol Cle _|u: f) 20373 Now uual H0-506
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? frontiers | Frontiers in Pharmacoloay P"g"—'d Resaieh

BLEHED 03 August 2022
£l 10,3389 ffphar 2022 87462

Stopping bDMARDs at the 1o o = - oo
beginning of pregnancy is - - . —
associated with disease flares and
preterm delivery in women with
rheumatoid arthritis

Objectives: Women with Rheumatoid Arthritis (RA] can experience flares during
pregrnancy that might influence pregnancy outcomes. We almed at assessing
the disease course during pregnancy and identifying risk factors for flares.

Methods: nm about mm oregnancies in

Percentage of RA patients (%)

- PC T ” 13 PP
the mst»narwrn ‘period. Cliical characteristics, disease. actiity (DAS28-
FIGURE 1
Ggm mmw mmmm “m Diisarss actiity according 1o Disea: !\[Iw 5S¢0 1 X8 joints {DASIE] during
to disease flares. pregrsney and posty jsslon (DAS?8 < 2.6),

low disease acthvity [[MS28 2 y (NAS2A 3.7-5:1), andl
A, rheurmatold arthr mester, 12 second
ester, T3 third PP past -partum,
G, M. (2, Crssfl, ., ET ALOT) Stopgang SOMARDS at y atic wih tisaame flams el very i women Fironters oy, 13, BETAE
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a frontiers  Fronters in Pharmacalogy B Preg cles (1=73)

Flare No flare OR 95%CI p value
Positive RE 19727 (70%) 25086 (50%) 19 0754 017
Positive ACPA 20027 (77%) 24146 (52%) 18 06-6.3 (]
Erosive disease 927(33%) 10/46(21%) 1.5 07-7.2 0.7
History of > 1 EDMARD 1327 (48%) 26046 (56%) 07 03-1.8 048
History of >1 BDMARD 9727 {33%) S (10%) 41 12-139 002
Elevated CRP before pregnancy 4127 (14%) 7146 (15%) 09 02-37 046
6
Céac yéu té nguy co dot flare i s 9127 (33%) 2046 (4%) i 216-55 (17
Elevated CHP 15t trimester 12025 (48%) 7i44 (16%) 48 16-15 [Ty
trong thai ki: GC before pregnancy 19/27 (70%) 26/46 (56%) 18 0653 0.24
" 2 EDMARD stopped before pregnancy 1127 (3%) /a6 (%) 10 0.96-1.2 [I31]
- Bénh hoat dong trong TCN | 3
-Tang CRP trong TCN | CDMARD stapped at positive pregnancy test 6027 (22%) 10v46 (21%) Lo 032-32 0.96
- Dirng bDMARD tai théi diém phat 2
i E - bOMARD stopped before pregnancy 2T {0%) Lo (4%) oa 08=1.02 07
hién co thai dwoc khang dinh 5
BOMARD siopped at positive pregoancy test 15427 (55%) 14446 (30%) 18 1.06-7.06 o3

*pvalne (multivariate anatysia): (p 0.01, OR 5.4, €1 95% 1.48-19.55),
"Varinhles included in the multivariate analysis.
“Befors pregnancy” refers to the period from 20 weeks prior to conception until the positive prognancy test,

ACPA, anti-ci Fr peptid hodies; CRP, C-reactive protein; DMARD, d ng anti sk drug; GC. gh g BA, rhy df arthritis; RE,
theurnatoid factor; OR, odds ratio.
Gorardl, M ., Crinabull, F_ T ALCNIZT). Stoppng b[OMARDS at prognancy atndd Haros and el athy anthritis. Fronkans o pharmaoningy, 13, SETAED

Cac van dé can quan tam trong thai ki

‘ Pregnancy loss

S SR, ocenia. [ — reus I
= Gametogenesis

= Health and disease
= Side effects » Metabolism programming
= Metabaolism » Transfer = Growth

* Function * Organogenesis
Embryo = Health and disease
\_/pﬂmmmmlng

| o e -—'\>
| S
¥

* Health and
disease
programming

Child and
Adult

Programmed
disease status

Carnovals, C., Pariofa ot al{2021) The uze of ologreal Sgis i prodgimt wormarn affeclod by autolmias disorirs Wi e meed mons mesearch of this regh area, Pharr R #i, 171, 105788
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diéu tri thuéc sinh hoc trong thai ki

Accapind: | (Spommber 3631 | Wudsialund Caliss 18 Belsruany 3033

I 0.1 11717 DT

Fetal and maternal outcomes after maternal biologic use during
conception and pregnancy: A systematic review and meta-analysis
% Muc Tiéu Nghién Ciru
+ Xac dinh thc déng cua thudc sinh hoc déi véi két qua thai ki &
phu nir mac CID.
» So sanh két qua thai ky gitta 3 nhom: studies + 11 case series) with 11 172 pregnancies
Nhom diéu tri (Disease -Treated group): Phy nir mac CID co st

= 35 individual observational studies (24 cohort

R — exposed to biologics.

Nhém kidm soat bénh (Disease-matched group): Phu nit méc « 17 studies with 39 290 disease-matched controls
CID nhurng khéing sir dung thude sinh hoc.
+  Nhom khéngbénh (Disease-iree group): Phu nl khang mac CID
+ Phwong Phap Nghién Ciru disease- free pregnancies
* Tiéu chi lua chon: Chi chon cac nghién clru quan sat (cohort,
case-control, cross-sectional, case series) voi it nhat 30 ngue'i
tham gia (1998 — 2021)
+ Phan tich dir liéu: Sir dung mé hinh meta-analysis véi phuong
phap hiéu trng ngau nhién (random-effects model).

« 9 studies with 2 892 933 chronic inflammatory

e L), Abgatan S5, Maber G, OfSullsan AM, Khashan &S, Murphy GP, McCarthy PP (2022 Fatal dh aralysis. (LIOG: Int f Ctalet Gy, 22 125 12061245
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2@ Két cuc khi diéu tri thuéc sinh hoc trong thai ki

Accepted: | December 2021 l Pubilialesd Online 16 February 2022

DO 10 L1 147 10528, 17093

SYSTEMATIC REVIEW

Fetal and maternal outcomes after maternal biologic use during
conception and pregnancy: A systematic review and meta-analysis

% Sinh Non (< 37 tuén)

+ Nhoém diéu tri: 12% (95% CI: 10-14%)

+ Nhém kiém soat bénh: 10% (95% Cl: 9-12%)

+ Nhém khéng bénh: 6% (95% Cl: 4-7%)
- Su khéc biét co y nghia véi p = 0.008 gitra nhom didu tri va nhém khéng bénh, nhung khéng co
sy khac biét gitra nhom diéu tri va kiém soat bénh

- Sinh non c6 lién quan dén bénh Iy CID hon la do thuéc sinh hoc

Ofhyma LY, Adgatan 56, Mahar GM, O'Sulivan AW, Khashan AS, Murphy GP, McCary FP, {2022}, Fetal and matemnal ouicomes after

anahyss. MGG int J Obaled Gy, M027, 125 12361246

J..YJ..

2@ Két cuc khi diéu tri thudc sinh hoc trong thai ki

Accepied: | ecember 2001 Pubilished Online M Febraary 2022

DOk 161111/ 1471-0528 17093

SYSTEMATIC REVIEW

Fetal and maternal outcomes after maternal biologic use during
conception and pregnancy: A systematic review and meta-analysis

< Nhiém Triing Niang O Tré So Sinh

« Nhém diéu tri: 5% (95% Cl: 3-7%)

« Nhoém kiém soat bénh: 5% (95% CI: 2-7%)

+ Nhém khéng bénh: 2% (95% Cl: 2-2%)
> Khéng c6 sw khac biét gitra nhom diéu tri va kiém soat bénh (p = 0.970), nhuwng ty & nhiém
tring cao hon & tré c6 me méc CID so vé&i nhom khéng bénh.

OBy L, Algatan S6G, Maher GM, O Sullvan AM, Khashan AS, Mephy G2, McCarty PP (2022}, Fotal and matomal outcomes

A systeratc anatyses. BUDG: i J Obafot Gy. M2, 129 1736-1246

CAP NHAT NHUNG TIEN BO TRONG QUAN LY TOAN DIEN CAC BENH CO XUGNG KHOP




) _ HOINGHI KHOA HOC NAM 2025
LIEN CHI HOI BENH TU MIEN CO XUONG KHGP TP.HO CHi MINH

Két cuc khi diéu tri thudc sinh hoc trong thai ki

Accepted: | December 2021 Published Online 16 February 2022
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SYSTEMATIC REVIEW

Fetal and maternal outcomes after maternal biologic use during
conception and pregnancy: A systematic review and meta-analysis

% Say Thai < Tién San Giat
+  Nhom diéu tri: 13% (95% CI: 10-15%) +  Nhém diéu tri: 1% (95% Cl: 1-2%)
»  Nhém kiém soat bénh: 8% (95% Cl: 4-11%) * Nhém kiém soat bénh: 1% (95% CI: 0-1%)
+  Nhém khéng bénh: 11% (95% Cl: 3-19%) + Nhém khéng bénh: khéng ghi nhan TSG
= Khéng c6 sw khéac biét dang ké gitra cac nhom (p = 0.078). 2 Khéng c6 sw khac biét dang ké (p = 0.193).
L A 5 e A Ot A s, i G oy P 052 ol st s B0 Ot 2 1 T80

s , BJ0G 5
SYSTEMATIC REVIEW

Fetal and maternal outcomes after maternal biologic use during
conception and pregnancy: A systematic review and meta-analysis

Uu diém: Han ché

~Quy mo Ié&n: Day la phan tich tong hop lén nhat vé tac - Chat lugng bang chirng chua cac dua theo danh gia
déng cla thude sinh hoc 1&n thai ky voi dir liéu ti hon GRADE
11.000 truéing hop.
- Thiéu diF lidu tir thie nghiém ngdu nhién cé dbi chimg
+So sanh 3 nhém gidp lam r5 tac déng cua thube sinh hoc (RCTs).
so voi bénh CID. . .
- Khong kiém soat tét anh huong cua bénh CID: Mét s6
- Sir dung phwong phap meta-analysis gitp tong hop két két qua co thé bi anh hudng béi mirc d6 hoat dong ca
qua tir nhiéu nghién ciru, tang dé chinh xac. bénh.

«  Chua c6 bang chiing cho thdy thude sinh hoc lam ting nguy co dj tat bAm sinh, sinh non, nhiém triing so
sinh, nhe can, say thai hodc tién san giat.

+  Sinh non ¢é thé lién quan dén bénh CID hon la thuée sinh hoc.

+  Thudc sinh hoc cé thé an toan khi st dung trong thai ky, can danh gia tirng trwéing hop cu thé.
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BM) Open Use of bmloglcs during pregnancy and
risk of serious infections in the mother
and baby: a Canadian population-based
cohort study

IBD, RA, SpA, PsA, SiA....

adalimumab, infliximab, etanercept, abatacept, alefacept,
certolizumab pegol, golimumab, rituximab, tocilizumab and
ustekinumab.
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Objectives To investigate the association between exposure
fo biologics during pregnancy and serious infections in
mothers and infants.

Design Retrospective cohort study.

identifid by Intemational Classification of Diseases S SION
revision codes in healthcare administrative dmabaﬂes ||'|
British Columbia, Canada, who had p

5z n withn

Tsao, N W, Lyrd, L O, Sayre, E C., Sadatsataw, M, Hardey, G, & De Vera, M A {2019). Use of bickopcs dunng pregrancy and nek of
sevions srfectiors in the mother and baby a Canadian poplabon-based cohorl

shahy. B open, 907, 023714

-

Glucocorticoids

Conclusions:

1.46 [1.00102.13) N
1018642170 W These population-based data
i Immunosupprassants 1,08 (081 to 1.45) . .
i e Guencore P suggest that the use of biologics
PP by women with autoimmune

Prior delivery with

Matarmal rieurnataid
BMI, body mass index; DMARDs, disease-modifying artnitis dagrosis
antirheumnatic drugs; HDPS, high-dimensional propensity
scora,

Apgar score at 1min
*Nhiém tring néng & me: nhap vién do nhiém tring tir i : :
ngay sinh 3an 42 ngay sau sinh,
«Nhiém triing nang & tré so sinh: nhép vién do nhigm
tring trong nam dau déi.

Mol 3
HDPS-matched
cohort

diseases during pregnancy is not

Ko birth weigh 1,67 [1.05 10 2,84) - -

S Prior premalw daivery. 178 (134 0 2.47) associated with an increased
ﬁ“" e 1.30 [0.97 10 1.78)

© Matomalanoyieasse 185 (11510240) risk of serious infections in

1.17 D£3 15 1.47)

mothers, during post partum or in

087 D63 10

infants during the first year of life.

Tsao, M W, Ly, L D, Saym, E G, Sadatsafaw, M, Hanley, G, & D Vera, M. A {2014, Use of tsgiogcs dunng pregnancy and ek of sencas mfeciians im 1he mather and baby: @ Canadian populaton-based cohart stady, B open, W2), «023714.
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Két cuc thai ky khi diéu tri golimumab

Anceived 2% Agril 2024 i Accepted: 20 e 2024

DO 10 1002/pepd 1340

(ASPET 5

SHORT REPORT

Exposure to golimumab during pregnancy: Results from the
Company's global safety database

‘MNumber of infants
pessehilye
[ edication {1=261)  Gellmun, estet ol 261) anomaly ().
TOTALIN  Riboun uc Othar NE T TUTZ TUTAMR TUm T2 THTE T
Pregrancy outcome 281 182 0 19 &5 124 1% 40 1 4 7 5 T
This study evaluated pregnancy J.h-:li.!m 48208 7 EOAF 5185 j.am.m 54 & 1 a0 1 4 7 5 si23"
tcomes in women treated with b E “ - R or !
ou
GLM during pregnancy. Uve birth premature 12 & b o ] ] o 1 a L} 2 o o
Live birth with 18 13 3 2 2 8 2 4 -] [ 1 o 5
ativerse event
Cases were medically confirmed Spantaneais MULH  eBad  4wd 1By 8 om0 0 o ] o ) 0 15
abortion
mat'ern al exposures to_ GLM Elective/induced 13(5.00 B 3§5.00 2(10.2) 2 1 0 ] ] [iZ ] o 177
during pregnancy or within 3 sbortian
months prior to conception with privicinicadily SRR, © A I L
a reported pregnancy outcome, NR/unging 1104 o 1 o 1w [ o 0 o 0 0 0

OtersLesbales M, Adeyama A, Higley M, Lomas K3, Gebihal A, Exsinger S Experaine b gelimumab diring pregnancy: Resily hiom he Company's global salely databaie. Pharmacol Res Perspact 20240 Al 1204121240, i 10 1002402 1240

Két cuc thai ky khi diéu tri golimumab

Apreived: 75 Agid 3004 | Accrpted: 30 June 2024
DOl 121002/l 1340

e R
SHORT REPORT . ABPET

Exposure to golimumab during pregnancy: Results from the
Company's global safety database

So sanh véi dan sé chung: Két cuc thai ky Sé ca (Ty 1é %)
- Ty Ié sy thai tw nhién: 11.9% (so voi Sinh song 214 (82.0%)
17.0% dén s6 M§). Sy thai tw nhién 31 (11.9%)
+ Ty I& di tat bam sinh 16n: 18% (sovéi | Pha thai chd dong 13 (5.0%)
~3.0% dan s My, 2-3% dan s6 chau Au) | Thai chet luu N 2 (0.8%)
Thai ky van dang tiép dién 1(0.4%)

+ Tyl sinh mé: 47/86 ca (54.6%).
Phan Ién phu nir tiép xc véi Golimumab trong tam ca nguyét dau (T1): 180/196 ca
(91.8%).

Otero-Lobalo M, Adeyema A, Highsy M, Lomar KG, Geldhol A, Esslinger S Exposure 1o golimmabs duting pregnancy. Fesity fom the Compary's global salety Satabase. Pharmacol Res Perspec. 2024 Mg, 1204) £1240. dox 10.1002pm2 1240
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4. Khuyén cao str dung thuéc sinh

hoc trong thai ky theo chirng cwr

\‘ S dung thuéc biologics trong thai ki

] Medication Pre-conception During pregnancy Breastfeeding

Tumor necrosis factor
inhibitors (tumor
necrosis factor inhibitors
ara considered compatible

with pregnancy)

Certolizumab FE e P
Infliim * o E e d
ltum':;'nt Continue through conception Continue in first and second
adalimumab trimesters; discontinue in third
iy Ji i trimaster saveral half-livas prior
e to delivery
Rituximab + w T
- e " f
American COLLEGE Discontinue at conception Life-forgan-threatening disease
of RHEUMATOLOGY Other bislogics

(limited safety data;
limited transfer in early
pregnancy but high
transfer in second half
of pregnancy)

Anakinra, + x +
belimurnab, Discontinue at conception Discontinue during pregnancy’ Expect minimal transfer due to
abatacept, large molecular size, but no
tocilizumab, available data
secukinumab,
ustekinumab

:l ++ Strongly recommend l:l ®  Conditonslly recommend against
] +  Conditianally recemmend - HX¥ Strongly recommend agamst

sammariane, L. R, Bermas, B L., ot al (2020, 2020 ACR Gukdaling for the Managemeon! of Reproductive Hoalth in Rheumabc and Musculoskolelal Diseases. Arthiitis care & resoarch, 72(4), 461-488
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Sw khac biét

gitba cac khuyén cao

Biologic Outcomes of pregnancy ACR EULAR BSR/BHPR
a
names animal studias Pregnancy/Breastfeeding/  Pregnancy/Breastfeeding/ Pregnancy/
Paternal Sammaritano et al. Paternal Gdtestam Skorpen  Breastfeeding/Paternal
(2020) et al. (2016) Flint ot al.
(2018)
Infliximaty Inflacirmaby analogue did not result in fatal Conditional®/Continue/ Stop at wesk 20/Continuer/- Stop at week 16/Continue/
malformations or developmental effects in mica Continue Continue
offspring.
Adalimumab  Exposing cynomolgus monkeys to doses higher than Stop at week 20/Continue/- Conditional/Continue/
the MHRD did not result in fetal maformations or Continue
harms.
Golimumab No neonatal or postnatal developmental harm with Conditional™/NA/- NAMNAMNA
pregnancy and breastieeding in monkeys.
Etanercept No evidence of mal-formations in rats and rabbits Continua/Continue/- Conditional®/Continue/
exposed to etanercept during embryogenesis. Continue
Normal post-natal development of rats exposed to
doses 48 times the human dose.
Certolizumab Studies in rats using antimurine analogue resulted in  Continue/Continue/Coritinue Continue/Continue/- Continua/Continue/
no fetal harms or matformations Continue
Abatacept In-uters and juvenile exposure of rats to doses Discontinua/Conditional/MNA Discontinue®/Discontinue®/- Discontinua/MNAMA

11 times the MHRD resulted in disturbance in fetal
immune response.

Baoltagy 4, Aghamagdi A, Trespidi L. Cessola W, Meroni PL Biciogics During Pregnancy and Breastiecdng Amang Women Wish Rhoumatic Diseases: Safoty Clnical Evidence on the Road. Front Phamacol. 2021 Feb 1912626247 dor 10, 305 08phar 2021 821247

Sw khac biét gitra cac khuyén cao

Biologic Qutcomes of pregnancy ACR EULAR BSR/BHFR
S oy _‘ < r_ = — - o
Paternal Sammaritano ot al.  Paternal Gitastam Skorpsn Breastfeading/Paternal
|2020) wt al. [2E) Flint ot al
[2018)

Secukdnumaty Mo fetal foxkdty or malformations on exposure to bigh - DiscontinuerConditionalMNA - -
dosas.

Secukinumab anaiogue did not lead to abnormal

marphoiogical or mmunclogical affects in a pre- and

post-natal developmentsl study.

Mo fetal toicity or malformations was observed on — - -
axpoirs 1o high dosas.

In pre and post-ratsl developmental shades, no
abnonmal manphoiogcal or Immunoiogicsl effects.
However, sarly necnats daaths wene mporad,
uriiiety due 10 besizumab.

In embrycietal and developmental eludies, axposure
> 100 timea bigher than The human SC expoaurs
resuited in no fetal toxdciies, malformations,
developmental, morphological or fmmunoiogical
offects, Unexpinined 2 neonatal deaths wom
reportad.

N feta lomicity, malfommatons, o i or L .
mmunclogical shnormaities were reportac.
Incraase n rate of abortions was reporied in monksys
&t doses 1,25 higher than the MAHD,

Studies on rabibits nnd mice ol doses 25 times the
MAHD resuted in no fetal hamm,

Studies on monkeys & doses 11 tmes the MBHD  — - -
ghowed no mallormations. Rale of shelatal

develcpmental delay due to incomiplets cssification

was noreased.

Sbuey an mankeys reported rio ana vertetbesl - - -
abnormaities. There was also increase in rate of

slilrthe and neorstal deahs.

Ustakinumat DiscontinuesConditiorsl’/NA Digcontinus”/ Dscantinue”/- -

Discontinue 3 s pre-
conoeptonNAMNA

Toclzumab Discontinue™/ Desconlinue”-

Andlr i DiscontinueConditional®/ Dizcontinus Tscantinue’ s DiscontinueMNahA
Conditional

Canaknumay

Beltagy A Aghamajidi A, Trespid L. Ossola W, Meron PL. Biologics: Duning Pregnancy and Breastieedng Among Women Wish Rheumatic Discases: Salely Climical Evidence on fhe Road. Frord Pharmacol. X141 Feb 1112631247 doi. 10 33084 phar 2021 821247
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«{ Thubdc non-biologics an toan v&i thai ki
Medication Pre-conception During pregnancy Breastfeeding

+
Low transfer
Prednisone * ¥
Tapq'toﬂzt)mg*dtyby&ﬂng Taper to <20 mg/day by adding  After a dose of >20 mg, delay
pregnancy-compatible pregnancy-compatible breastfeeding for 4 hours
immunosuppressants immunosuppressants
Cyclosporine, + + +
tacrolimus Monitor blood pressure Monitor blood pressure Low transfer
Nonsteroidal + T >
?nﬁnﬂammmv g rugs Discontinue if the woman is Continue in first and second Ibuprofen preferred
cyclooxygenase having difficulty conceiving frinm discontinue in third
inhibitors not preferred) g
- +4 Strangly meommend x cwimmmw

l:l +  Conditionally recommend - XX Strongly recommend against

Sammanlano, L R, Bermas B L., ol al (2020) 2020 ACR Gudaling: for the Managaemaent of Reproductive Health in Rhoumatic and Musculoskelolsl Disoases. Arthritis core & research), 72(4), 461-488

“® Thuéc khong an toan ve¢i thai ki

Not eompntlblo

Cyclophosphamide

Thalidomide

T::::"‘"I l“ : Unable to determine due to lack of data; small molecular size suggests transfer across the placenta and

| baricitinib it
[ -+ swongly meommona @ X Conditianally recommend against
[ ] + condtionallyrecommend ] %% Stronoly recommend agarst

Sammantano, L R Bermas, 8. L, of al (2020) 2000 ACR Guideling for the of Haalth in and kbirtal Dimases, Arthrilis cire & research, FA4), 461-488
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PN
oY

Chién lwoc quan ly FLARE trong thai ki

» Low-dose aspirin
* LMWH

= Vitamin D

SLE or other ARD RA or other inflammatory arthritis ~ APS
Baseline = Low-dose a5
pirin * Hydroxychloroquine
medication * Hydroxychlaroquine » £ Sulfasalazine
+ Vitamin D &+ TNF inhibitor
* + Low-dose glucocorticoids = Vitamin D
fn::dn:izztrl:tn: * + Azathioprine = + Low-dose glucocorticoids

* x Ciclosporin

disease flare
* + Tacrolimus

#» + Other biologic DMARDs

* + Moderate-dose glucocorticoids

m:dsij;:;lom * + High-dose glucocorticoids » + High-dose glucocorticoids ':f" Curr
disease flare + + Cyclophasphamide = + Ciclosporin ‘or
* z Plasma exchange * = Tacralimus a1 Pitindmab
o VIG =+ VIG
* £ Plasma exchange
PRINCIPLE = case — by — case +|  shared decision making

Giles, |., Yee, CS. & Gordon, C. (2018). Nat Rev Rheumatol 15, 391-402

AT

¥ Xac dinh th&i diém mang thai phu hop

Tai th&i diém thubc diéu tri anh hwéng thai nhi dwoc "wash out” hoan toan

Nguwéi bénh mac BTMCXK nén thu thai trong giai doan dat lui bénh hoan toan

kéo dai.

Méc thdi gian nay van con tranh cai.

- Sau 3 thang bénh kiém soat tét + khéng biéu hién ngoai khép + khéng rdi loan chirc nang co quan.

- EULAR khuyén cao sau 6 — 12 thang dat lui bénh (phu thuéc vao dic diém bénh cia nguoi me,

mtc dé tén thuong co quan).

Giles, |., Yee, C5. & Gordon, C. {2019). Nat Rev Rheumatol 15, 391-402

CAP NHAT NHUNG TIEN BO TRONG QUAN LY TOAN DIEN CAC BENH CO XUGNG KHOP




) _ HOINGHI KHOA HOC NAM 2025
LIEN CHI HOI BENH TU MIEN CO XUONG KHGP TP.HO CHi MINH

ATk

=@ Ca thé hoa quan ly thai ky

Mang thai : Thube an
/ theo k& hoach > todn

Phy nir trong
6 tudi

Bénh

sinh san dang hoat

P

=& Chién Iwoc quan ly thai ki thanh cong

» Gido duc phwong phap tranh thai

« Ngwra thai hiéu qua
* Gido duc ngudi bénh vé lgi ich va nguy co
_ clia cac liéu phap diéu tri, ké ca cac bat loi
bac si diéu tri co thé c6 khi mang thai ngoai y muén

« Trao ddi ké hoach mang thai cling

« Tuan thu diu tri d& dat lui bénh #= . Xac dinh thoi diém mang thai phii hop

« Uu tién lwa chon st dung cac thudc co
bang chirng khéng bét Ioi cho thai ki khi co
chi dinh (vi du: thubc khang TNFi,...)

» Theo ddi tai kham dinh ky truéec,

trong va sau thai ki
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5. Két luan

AT e
x

Két luan

- Thuéc sinh hoc 1a Iwa chon diéu tri tién tién va tdi wu cho bénh nhan mac
bénh Iy co xwong khép tw mién (RA, SpA, PsA, SLE,...)

, C&n cha y cac Ilwa chon thudc sinh hoc phit hop dé dam bao an toan trong
thai ki

- Thudc trc ché TNF (trong d6 c6 Golimumab) Ia thudc sinh hoc ¢cé bang chirng

an toan trong thai ky dén hét tam ca nguyét thir 2
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