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Real world data — Real world evidence

Real world data (RWD) trong y khoa la di liéu
trich xuat tir nhiéu nguodn lién quan dén céac két
qué trong mdt dan s bénh nhan twong dong
trong thwe té, bao gom cé cac BA dién tlr, ho so
BHYT va khao sat bénh nhan.

Real world data = dir liéu doi thwe ?
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Real world data — Real world evidence

Real world evidence FDA dinh nghia la “clinical
evidence regarding the usage and potential
benefits or risks of a medical product derived
from analysis of RWD” — bang chirng 1am sang
c6é dwoc tr phan tich RWD vé viéc st dung, |0
ich hodc nguy co clia mét sdn pham y khoa

RWE = Chuwng cw doi thwc?



Két cuc cuia Covid-19 dwoc so sanh gitra nhirng
ngwdi bi HIV va HIV am tinh dwa trén di¥ liéu cua
nhi*rng BA da dwoc an dir liéu ca nhan. Nén tang
TriNetX cho phép cac nha nghién cru xem xét tan
suat nhap vién, nhap ICU, thé may va bénh nang
dé hiéu tac déng cda nhiém Covid-19 dbi véi nguoi
bi HIV


https://academic.oup.com/ofid/article/8/7/ofab272/6290905
https://academic.oup.com/ofid/article/8/7/ofab272/6290905
https://academic.oup.com/ofid/article/8/7/ofab272/6290905
https://academic.oup.com/ofid/article/8/7/ofab272/6290905
https://academic.oup.com/ofid/article/8/7/ofab272/6290905
https://academic.oup.com/ofid/article/8/7/ofab272/6290905
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- DPanh gia hé théng cac két qua tr cac bai bao dwoc dang tai gan day: The BIOSIS Previews®,
Current Contents® Search, Derwent, Drug File, Embase®, EMCare®, International
Pharmaceutical Abstracts, MEDLINE®, and SciSearch®

«  GOm 15 nghién clru ngau nhién cé kiém chirng (RCT) & 4 nghién clru thé gi¢i thwe (RWE)

* So sanh hiéu qua & an toan cua Betactant va poractant alfa trén tré sinh non cé hdi chirng o/
suy hé hap cap
v & — ,
N Y.
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« Nhin chung, cac két qua twong tw gilra beractant va poractant alfa trong cac
nghién cru RWE va RCT

» Két qua tir cac nghién ctru the gioi thwe (RWE): khong thay sy khac biét co
y nghia thong ké gilra cac ket qua diéu tri cia 2 nhém

. Két qua tir tbng phan tich cac nghién ctru ngau nhién (RCT): khéng co su
khac biét cé y nghia théng ké gitra 2 nhém diéu tri:
« t&r vong (OR [khoang tin cdy 95%], 1,35 [0,98-1,86])
« loan san phé quan phdi (1,25 [0,96-1,62])
« tran khi mang phéi (1,21 [0,72 —2,05])
- hoi chirng ro khi (2,28 [0,82—6,39])

—
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-KET QUA Review tap chi

| 119 publications identified as abstracts

et

90 publications discarded v
* Rewview, 33 '
+ Mot adinical study, 24 ;
* Mot a compamtive outoo me study of
beractant and poractant alfa, 12
® .+ Meeting ahstract, & i
+ Meta-analysis, &
* Duplicate, 3
* Wrong endpoints, 2
* Guidelines, 1 |
+ Wrong population, 1 :

24 full publications retrieved

10 publications discarded
* Analysis of other studieg 2 i
L+ Didnot compare surfactants, 2 ,
+ Mot astudy, 2 :
¢« Noberactant, 1
* Perlan-lanpuage duplicate of an English-
language article, 1 ;
* Review, 1 i
1 * Wrong population, 1

19 publications analyzed
* FOWE studies 4
* RCTs, 15

Fig. 1 Literature search results. RCT randomized contolled mial

EWE real-world evidence.
- \-/
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-Liéu surfactant

-

Liéu khuyén cao:
« Beractant: 4 mL/kg can néng, méi 6 h; 100 mg/kg surfactant

« Poractant alfa: liéu kh&i dau: 2.5 mL/kg, sau dé 1.25 mL/kg, c6 thé bom lai
méi ~12-h, twong dwong 200 mg/kg, sau dé 100 mg/kg surfactant

'
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4 Nghién ctru thé gi&i thwe

Table 1 Real-world evidence studies.

(rwe

Study Fallow-up Key criteria Poparlation Characwristics Ohtonme s
Death BPD or Death BFy Preaomeithoran ALS
FPaul 2013 [17] >28d <32 wis Toml= 415 Mean wiA, 17.2 B= 15201 {T%) B=50200 (29%) B =J46200 (23%) No dam B= 11201 (54%;)
Bom in hospital B 100/ 100mg!  Mean weight 1037 g P=241214 P=TR2I2(3M%) P=63212 (30%) P=5214 (23%)
RDS kg =201 Cesarean, 56.1% (11%) Adpusied OR (C1*,  Adjused OR (CIF, Adjusted OR {CH*,
No weight limit P 2000 mg!  Male, 51.6% Adjwied OR (CDH* 0,63 073 (041-1.30) (LE2 {0.48—1.39) 313 (0951111
BPD: On=21% for 228d + 0 <30% &t kg =214 Prenatal steroids, 95, 9% 027-1.3% P=0.282 P=0455 P =10.060
36wk PCA {moderate § or 0, 2 30% and! Filh, o daits P=0.239
or ventllation/CPAP @ 36 weeks PCA Mean surfactant doses,
ALS: pnecmothorax or PIE B=178 P=143
Ramanathan 2013 Unzil 2532 wiiA Toml= 14173 Mean wiGA, mw dma B= 2615698 (4.58%) No dais No data No dam No dama
[i5] discharge Bom in hospital B = 5698 Mean weight no data P= 1845007 (361%)
RIS P = 5007 Cesaean, no daa C=2018378 (5.95%)
Weight 5001900 g C=3378 Male, 54.6% Adjrtad OR (95% CIf
Age 224 at fust dose Prenatal steroids, nodaw B va P, 1370
Mo congenitml sbnormalities Filh,, no dao {9051 B85, P=
Surfactant dosing, no dam 0053
Cvz P, 1.496
{L0la-2.38), F=
03
Cvs B, LOA2
{0.765-1.559), P=
0626
Trembath 2013 [ 15] =34d <37 wiis, Towml=51282  Median wGA, 30 B= 2052 {10, 1%) B=35403 (274%) B=3475(176%) B= 1230 {6.0%) B= 1589 (78%)
NICUs with 250 pts B= 20383 Median weight, 1435 P= 1086 {7.2%) P=2913 (199%) P=I889(129%) P=0616{4.1%) P=3802 {33%)
No multiple surfactants P=15 151 Cesarean, T2.8% C= 1438 {%.1%) C=3848 (49%) C=280(161%) C=T775(49%) C= 1059 (6.7% )
No weight Emit C=15748 Male, 57.0% Adjmted OR (5% CIY  Adjusied OR (95%  Unadjusiad OR Unadjusied OR (5%  Adjusied OR (95%
Mo explicit requirement for RDS Prenatal stemoids, 63. 7% B vs. P, OASDT2-1.00 CI)F: 95% C1), ot Ty, not analyzed e
ALS: pneumethoms or PIE afer fira Fith,, no dats Cwvs B, LIA 093130 Bva P, 110 analyzed B vai P, 1.06
expaRune 1o surfacant Surfactant dosing, no dam  Cwa P, 098 (0.78-1.23) (096127 (0A7-1.20)
BPDy if <32 wiad , contimons Oy o Cwve B, 1.08 Cws B, 1.17
respiaony. appon from 637 wGA T 093126 (0.85-1.43)
=32 whA, from 28-34 days after birth CwvaP, 119 Cw P 1.23
{1.00-1.41) (098-1.56)
Naseh 2014 [18] Urnil <37 wGA Toml=242 Mean wGA, 2.7 wk B=2M (17%) No dais No data No dam No dama
diacharge RDS B 100 mgke = Mean weight 2027 g P= 19168 {11.3%)
Mo weight Emit T4 Cesarean, 82 6% P=0.027
No congenital heant disesse o Plmgle = Male 64.0%
chromesomal anomalies 168 Prenatal stemids, 91. 7%
Fidy, no dat
Surfactant dosing, no dam
e S
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, 4 NGHIEN CU'U THE GIOI THUC -
- KET QUA

* Khong co sy khac biét vé: Adusted
: ) Death :
> 1A g2 Pal 2013 (n=415) —e——i 0.63 (0.27-1.39)"
® T| Ie tU’ Vong Ramanathan 2013 (n=10 795) bt 1.37 (0.996-1.885)
Trembath 2013 (n=35 534) e 0.86 (0.72-1.04)
> X > R BPD or Death
* Loan san phé quan phdi Paul 2013 (415) —ete 073 (041-1.30y
o - Trembath 2013 (n=35 534) o 1.40 (0.96-1.27)
hoac tw vong 8PD
Paul 2013 (n=415) —ei 0.62 (0.45-1.39)*
> X > R ALS
* Loan san phé quan phoi Paul 2013 (1=415) e amss iy
: Trembath 2013 (n=35 534) e 1.06 (0.87-1.29)
A ’ by V' 01 1 10
[ J
HC-)I Chwng ro khl OR (95% Cl) for Beractant vs Poractant Alfa
Favors Favors

; beractant  poractant alfa 3



4 NGHIEN CU'U THE GIOI THUC
KET QUA

« Khéng ¢ sw khac biét vé: (

Ty 56 Odds

Tir vong . ! Higu chinh
T1A 11 Paula 2013 [n = 415) ——
* TI Ie tu’ Vong :'—';-:a'i'g'n:_léi.;J"'f"" {n : If-:J ;’i—?:: —
., - Trembat 35534) | |
> ~ > .l s = . e - 1
* Loan san phé quan phdi s el
~ Trembath 2013 (n = 35.534) P
hOaC tl], Vong Luans.a;: phé quan phﬁi:.“
Paula 2013 ( 415) —+—
X R Hii chirng rd khi {
« Loan san phé quan phoi T a2 = 8 S
Trembath 2013 (n = 35.534) H o 1.06(0,87 - 1,29)
* H QI Ch ang ro kh I TV sﬁ'ﬂd::l.s (95% Cl) clia Ber;lc!.ant s0 voi Puratl::antAll"a
‘_ ':L*IllllI --f |‘|lJ": ::.;;.J _’




\/ 4 NGHIEN CUU THE GIOI THUC
~ KET CUC TP VONG

3 nghién ctru thé gidi thuc:
« Liéu beractant 100mg/kg so v&i poractant alfa 200mg & 100mg/kg

« Tilé tr vong twong tw nhau & 2 nhédm: beractant va poractant alfa

1 nghién ctu thé gidi thwe:
- Liéu beractant 100mg/kg so v&i poractant 100mg/kg

« Tilé tir vong thap hon & nhom beractant so véi poractant alfa
(2/74 [2.7%] vs. 19/168 [11.3%]; P = 0.027)

'
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~ CAC KET CUC KHAC

Twong tw nhau gilra beractant va poractant alfa

- Tilé loan san phé quan phdi (3 nghién ctru)

« Tilé loan san phé quan phdi (2 nghién ctru)

« T6 hop loan san phé quan phdi & t&r vong (2 nghién ctru)

« Tilé tran khi mang phdi (1 nghién ctru)

L
Journal of Perinatology (2020) 40:1121-1134 https://doi.org/10.1038/s41372-020-0603-7 oo/
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Table 2 Randomized controllad trisk,

Nghién ctru NGAU NGHIEN CO KIEM CHUNG (RCT)

Sady and blnding Tolowap Koy criteria Populgion Chanoes®s Ccome
Death EFD Pommodxeax ALS
Speer 1995 [30] Lomg term, 28d Pretemm Tokal =73 Mem wiih, 253 B =5u0" = AR B=5H0"" PIE
Sioame 2 msmen Weight M0-1500 g B mnngqg = “em weght, IIBR2g P= P g3t P2 B= a0
hlind=d ROE Cesarmn, no dasy = 1A
Age1-24h P ]l:l]mgﬂg— Male, 4524%
BPD: O 2t 36 wk POA Premunal semads, 49.3%
Mem dmes, B=22 Pa
1.7
Baoats 2003 28] Lomg 4erm, =3 weeks PCA ar wiih Tl = 80 Mem wiih, 29.0 B =gt = 425" No daty B=dng™
Blinded for A md P discharge Weight £ 2000 g 13 mum;.ug = Mem wagh, I23g F =527 P gt P= :m“'
mtom B Hom i center Cesarenn, 6135 A=707" A=y =207
Wit ROS P 100 mghg = Mak, 513%
N major comgenital Prenas] meraics, 30.0%
anomalie .\ 1 mghkg= Mem RO, 05645 dme
ALS: AE or pmenmohorax B =23.1%, P = 1L8W,
PP Ok at> 36 wedks POA = 185%
Ramamathan 2004 Long¢am, 28d {2fl peiens)or <35 wGA Toml =293 Mem wicA, 287 Ar day 28 Ar day 28 An day 28 Nodxa
{191 ] 3wk PCA (f bom at Birth weight 7501750 g (<35 wiGA) Mem weigh, 11625 B = Rrgpes B= 40088 B aggmee
Ofwarver hlimded on 5052 wGA ) Evidence of RDS Imiszler dose  Cemarenn, no daty P00 = 59§ P 100 = 480645 P00 = SR
day 1, otherwine OL Imunoted and mectamically B 100A00mg/  Mak, 530% P00 = 39 P200=49@abe’ P20 = 3o
venslzad kg =" Preman] meroids, SO At 36 weeks PCA? AL 36 wedks At % weeks PCAY
Age<céih ot rmdomizaon P I00/100mg/  Mem Rk, spproximaely B =10, roa? B =580°
T2z 0L3) and O: s@wrstion k= A3 > | dome, B =68%, P 100=985 B = 7o P 100 = 585"
R PI00/100mg/ P =36% PO =385 PlO0=4085°  P200=395
No e $regening cmngennal kg—QQ P 200 = 375
anomafies =27
u.tz WA
B 1007100 mg/
kp=a0°
P n:nnnu mgf
kg =85"
P zmnou mgf
kg=
Malloy 2005 [29)  Longtmm, <40 comeaed wGA <37 wGA Toml =58 Mem wiiA, 295 B = Y2 B= 2P =195 o dxa
Some ammemen s Wit RDS B 100 mgkg= Mem weght, 1401 g Pyt = jgpg™ =3t
hlinded Na weight Emat 29" Cemarenn, no daty
BPIx O 21 36 wk PMA and P 200 mghg= Mak, 466%
225d of 2ge % Premaal seroids, T4 1%
Mem Fi0L, (.48
Mem doees, B= .7, P
12
Ghareihaghi M10  Longeam, 74 or ol dicharge Presam with RDS Toml =15 Mem wiiA, 2945 B = 15/7]8e Bo= 307 (252 No dam B= 5718
123} No major comgenital B 100 mglkg = Mem wegh 14444 g =217k P= 2VTgRes = J7gha
Blind amomafien 7" Cesarenn, 63.3%
No weight fma P20 mgAg = Mak, S87%
ALS: FIE or pnemmotcrax 790 Prenata] seraids, 4405

BPIE O ai> 36 wk PCA

Mem R, 072
Memn sofacnn doses,
B =106 P= 10§

=/

o/
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5 Nghién ctru NGAU NGHIEN CO KIEM CHUNG (RCT)

'
Table 2 {continued)
Smdy and binding Tolowap Key criieria Popabton Characteris ics Crricomes
Dieash B Prenmodhoran ALS
Logaam, fallowam 26wk wGA <3 Teml =40 Mem witA, 26 B =12 A= 1320e W dasy No daa
PMLA (HPD; ROS B I0M00mgl Mem weigh, T3l g P =4rpr P gORhes
No mulple cngenitl kg=20" Cesarenn mo den
ameormah es P X000 mg/  Male, 450%
No weight kg=2" Prensnl seroids, 95006
BPLx Ok a2 36 wk PMA Mem Rk, oo dgta |
dome, Bl = 450%, P=
A5
Dizcar 2012 25} Long tam, 4wk cormedad wiih <37 Temal = 126 Medun wiiA, 28 B = 13850 B= 1865 B =3/5h Mo data
Bindmng not pemtionl age RDS within b of hirki B 10000 mg!  Median weigh, PaAa™t P=osl™ =41
pacified No weight hima kg = 65" 10801165 g
No ongemil heast or kng P 20/100mg!  Cesasenn, 3176
disases kg=6l" Male, 579%
No weight lmit Premanl seroids, S6.3%
BPD per 1S NTH creria Fi),, mo dams
Mem doses, B=134,
P=L11
Saeidi 2013 [32] Lemg 4arm, 228 d {(BPD) <37 wiih Teial = 104 Mem wiih, 2984 B = 2177t B = JyTen B= 1574k No dsa
Blindmg not RDS B 0000 mg!  Mem waght, 1360 g i P IROESF P=gErn
specified Ko weight mi kg =T74" Cemazenn, 6358
No mejor congeniial P 1007100 mgd Malke, 4153%
anamedies kg=3" Premam] seroids, no daty
Agesdh Fillz. o cam
BP0t 28 4 Repeat mrfacnt dosimg ,
na daty
Eras 2014 [0} Long 4erm, mtil 18-24 mo €32 wiGA Toml =215 Mem wiGh, 285 O = 107125 A = 281 ™ No data No data
oL maecied age RDS B =102 Mem weight, 11283 P =713 P 24 1P
No weight Fmit P=n#F Cemnmn, no dutz
No major congenital Male, $84%
annmehies Preman] seroids, no dats
Fill,, o et
Repeat srfacmi dosmg,
no dam
Faradsg 2014 27]  Loogdem, 3wk PMA wiA <32 Taol =92 Mem wizh, 193 B = raghe I B = 5" Ko daia
Bimding not Born in bospital B 10000 mgl  Mem wagh, 10925 P = fdehe P GRIGHeS P= DGR
pecified RDS kg = &5 Cesazenn, 5765 e/
Ageilh P A0/00mE!  Male, SS4%
Mo major congenital kg=d46" Premanl seroids, 793%
anamabies Fil), no dam
No weight i Second dose, B = £78%,
BPD: O a1 36 wk PMA P=19.8%
Terdk X5 [33) Long-derm, 6 b for oxygematon 26-36 wiiA Tomal =30 Mem wiGa, 293 B =315 B= 415" B=0a5™ No data
oL md hemodynamics swsesmens,  RDS B I00mglg= Mem wegh, 139675  P=415" P ais™ P=0/5™
otherwine not staed B in beospital 158 Cesasenn, no datn
No weight Tmit P X0mglhy = Male, #7%
No cngenital heast or kmg 157 Prematil seraids, 72%
dimanes Mem FOL, (LASE7
No majar comgeniia Repeat srfacmi dosmg . §
amamalies na data S
i \
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15 Nghién ctru NGAU NGHIEN CO KIEM CHUNG (RCT)

Table 2 {continued)

=/

o/

Smdy 2nd hlimding Tolbwap Key crieria Popalation Characieristics Cmicomes
Deadh BPD Foeamndonx ALS
Musorvi W16 [27]  Longterm, 278 d (BPD) 37 wiGA Toml = 185 Mem wiA, 316 ¥o datn om post R 2" M= 282" Mo daa
Triple-bimd Admized 1o NICU wigh RDS B 100 mgfkg = Mem weigh, 1840 g imervention deashs P= 154" Pjy5ehe
No weight lmat a2 Cemarenn, 69.1% =14 A=T49"
Apesth PO mghks = Malk 867%
No congeminl anomales 54" Preman] seroids, no dam
BPD: O az= 284 A 100 megkyg = F;, noduta
Prenmethorax: air leak gt 497 Mean sofaxont dwes, B
accumulated in plearal spece: = L08, P=1106 A=1355
Majafim 2006 24] Long¢am. wmil discharge wiah o35 Toal =112 Memn wiaA, 3259 B = &5 Mo dem B = 57565 Mo daz
Blndmg not Bom in hespmal B 100 mgf Memn waight, 191155 P =560 P=2m64"
specified EDS kg=58" Cesarenn, B30HE
Apexhh P I00mg’ Male, S30%
Mo ongeninl heast disemses  kg=S8 Prematal steroids, 72.3%
or lifefirmeming congemnit] Fil,, mo data
anomefie Mem doses, B= 12
Weight =750 P=11%8
Mirmrahimi 2018 Lomg ¢erm, =28 d (BPD) wiih <37 widi RIS Toial =150 Mem wiih, 2945 B =1505" 12% {on 16795 o Wo daa
[24] Wo weight mit B 100mgkg = Mem weght, no dam P = 137580 commpasi som) mmparman)?
BElind No ongeninl anomales T Cemrenn oo dam
BPD: O, a1 28d P imgks = Mak, 467%
75 Preman] sermids, no dazm
Filiz, oo dama
=1 surbctnt dose, B=
2RO, P13 36
Fajii 2010 [21] Shorierm, 72h afier bimh fir 24230 wiGA Towml =52 Mem wiGA, 269 B =527 {195 B= 1122 S No dan B=4R7
0L level of respratory suppos Born in hospitsl Tmitinllater dose Mean weight, 914 g P o225 () P= RT3 35%) 155"
daring NICU hespisalizasion for RDS requirmg ventilagion B 10WI00 mg! Cesarenn, §9.2% P=025
merhidities of premotsey No weight hmit kg =27° Male, £1.5% sy
Ape < f b at aadomizaton P 2010 mg!  Premanl seroids. 98.1%
No sver congenizal kg =254 Fil), mo data
anomalies, sigeificant CHD, =] dose, B= 5%, P =
or deth speced m s5d He%
ALS: not defined
BPD: Oy at Mwk FCA
[mervagon dme for
BPD: 72h
-
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_ 15 NGHIEN CUU NGAU NHIEN CO KIEM CHUNG (RCT)
KET QUA

« Liéu beractant 100mg/kg so v&i —————
poractant alfa 200mg & 100mg/kg = S
+ Khong c6 sy khac biét vé: —
« Tilé tr vong —e
« Loan san phé quan phdi -y e igion .
« Tran khi mang phdi rore | mma
« Hai chirng ro khi = TDE =S .- -
2| E = T = )

R

Flg. 3 Forest plots of patent outcomes from primary meta-annlyses of RCTs, with any dose of surfactant. ALS air leak syndoome, BIT
bronchopulinmary dysplasis, CT confidence intrval DR oadds ratio, RCT randomized controlled wial

- Y
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_ 15 NGHIEN CU'U NGAU NHIEN CO KIEM CHUNG (RCT)
KET QUA

- Liéu beractant 100mg/kg so v&i poractant alfa 200mg & 100mg/kg
« Khong co sw khac biét:

et

Tj 86 Odels
Tir vong i (ss% ci)
Spaer 1995 F—— g -azs
Earoutis 2003 I — 1321
Ramanathan 2004 =
Maloy 2005 ————
0 = o
i
Sapisl 2013 [
Eras 3014 =
Karadag 3014 ——
Terak 2015 e
Najafian 2016 R
Wirzsrahind 2018 = ! }
Tt cd cde [ 1,35 (0,08 - 1,86)
nghign oy
0ol 01 | 0 100

Ty 56 Odds [95% C1) cla Beractant =o véi Poractant Alfa

wigriting W Hghitng v '
Beractant Foeactant aka

Loan san Ty st Odds
ph#& quan phai | {Bs5% ci)
Spesr 1985 .81 (03e - 3,500
Baroutis 2003 1,05 {0,23 - 470}
Ramarathan 2004 i 184)
Malloy 2005 112 40,37 - 3,34)
Gharehbagh e 1058 - 2,390
10,04)
5.20
Saiei 2013 743
Evas 2004 253
Karadag 2054 5000
- 5,04
los5+ 20,04)
1,250,286 -162)

a1 1 10
Ty &6 Odde (95% C1) cisa Beractant o véi Poractant Alfs

Nghisng Hghisng v
4 Seramant Frractant i

Tréan dk:!‘_ i | Ti 28 Odda
méang phdi | | 5%l
Sprer 1995 | ———1 2.21 (0,40 - 12,241
Ramanathan 2004 | =
Mabay 2005 ; |—-I—| 484004
Dizctar 2012 | —a— 0,68 10,15 -
S 3-:-13! —a— 1,02 10,35
Karadag 2014 l H—— 7,83
Tuleaiﬂlii ! 3 e i
Musgayi 2018 | e

Hagafian 2015
Tt cd oo |
nighién et |

om
T 56 Odds (95% 1) cda Baractant so vol Poractant AMa

‘ Mghidng vl sighiting wil

Bametan Porzzeant aity

Hi chimg .
t5 khi T§ =8 Odds

{as5% c1)

3564038 - 33 48]

Baroutis |
o
. 145 (0,29 - 7.24]
Gharehbaghl
2010 292 {0,585 - 15,53
i pdicio 2,28 (0,82 - 6,38)
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~—Ban luan (1) &

« Nghién cu RCT: Kiém soat chat ché cac yéu td danh gia trong nghién ctru

« Nghién clru RWE: Két qua dai dién trong thwe hanh 1am sang

 Bang chirng tlr cd RCT & RWE: Hiéu biét day du vé loi ich twong dbi cla
moét liéu phap

« So sanh két qua ciia RCT & RWE phtrc tap do khac biét dang ké gilra cac

nghién ctru dwoc phan tich vé: thiét ke, tiéu chi dau vao, nhan khau hoc,
tinh trang bénh, phac dé dung thubc, thdi gian theo doi, két cuc danh gia
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an luan (2) o/

e

Trong thuc té, poractant alfa |I‘éU khoi déu Current practice is dominated by

z i R i . s administration of poractant alfa at its recommended initial
khuyen cao phan I&n 1a 200 mg/kg, hon la liéu dose (200 mg/kg; 2.5 mL/kg) rather than at a lower dose

£ Y (100 mg/keg; 1.25ml/kg), and so with a volume by
thap 100 mg/kg’ liéu poractant alfa 200 mg/kg’ patient weight that is similar to that for beractant 100 mg/kg

A > (4 InLﬂ(g)-
twong dwong liéu beractant 100 mg/kg cho tré |
cung can nang
Poractant alfa 100 mg/kg: khong cai thién - When
100 mg of phospholipid is used with poractant alfa, even
dwoc ti lé tor vong nhw si¥ dung |u:0!ng though the amount of phospholipid is similar to physiologic
) ) ’ ' conditions, the clinical outcome does not appear to be
phOSphO“pld tuo’ng tw beractant 100 mg/kg similar to beractant, at least with regards to the incidence of

death. This might be due to a smaller volume of distribution
Diéu nay co thé la do the tich phdn bo nhé hon. (125 vs. 4mL)

~ \/ '
N’



| KET LUAN

> Tan suat TKMP, bé&nh phdi man,
ty 18 t& vong sau khi diéu tri RDS
bang beractant va poractant alpha
liéu 100 mg/kg khéng khéac biét

> RWE phan anh két qua diéu tri
thwe té trén |am sang

> Nhiéu chon lwa sé tang thém co
hoi cho bénh nhi
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