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Ncnosab3oBaHMe a3p030/IbHOIMO MHranATopa
bAyTUKa30OHa NPONMOHATa B COMETAaHUM C
ca/ibMeTepo/ioM B KOMMJIEKCHOM JieYyeHUu

6poHXManbHOM acTMbI
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AKTyanbHOCTb

= B rnocneaHne gecatmnetrs HabogaeTcst HEYKJAOHHbBIN
pocT 3abo1eBaeMOCTN BPOHXMANBbHOW aCTMOU,
KOTOpasi 3aHMMAET 3HAUNTE/IbHOE MEeCT O Cpeau
bonesHen opraHoB AbixaHus [1pn 3TOM, HECMOTPS Ha
AOCTUXEHMUSA B IRYEHNUM 3TOIO CEPbE3HOTO
3a60/1eBaHNSA, COXpaHAETCA TEHAEHLMA POCTa
CMEPTHOCTM U MHBAAUAHOCTM




Bonpoc

= Kakoun npenapat bonee
3PPEKTUBEH B CHUXEHUM
PNUCKA BO3HUKHOBEHMUS
CePbEe3HbIX C/IOXKHEHNN
CBAA3AHHbIX C OPOHXMANBbHOU
aCTMOWN : GAYTUKA3OHA
MPONMOHAT+ Ca/IbMeTepo,
MAN GAYTUKA3OHA NPOMNMOHAT?




PICO

= P- JKeHLWMHbI, MY>XYUNHbI, MOAPOCTKN
cTaplie 12 sieT ¢ ANAarHo3om
ObpoHXxmManbHaa acT™ a, Nepuos
obocTpeHus

= |- Ha3HaYeHMne GAYTMKA30HA NPOMMOHAT

» C- PAyTUKA30HA
MNPOMNMOHAT+Ca/IbMETEPOJ

= O- cMepTb, rocnuTan3sayusd B

HEeOTNOXHOE OTAeneHne, MHTybayus
THAYAIA




Llenb

= J/laHHOro nccnep0BaHUS
3aKJ/1H04Y3AETCA B TOM YTOObI OLLEHUTDb
PUCKN BO3HUKHOBEHUS CEPbE3HbIX
OC/IOXKHEHUWN CBSA3aHHbIX C aCTMOW
(rocnutanmsayuna, sHAOTPaxeasibHad
MHTYOaLKMa M CMepTb) Y NOAPOCTKOB W
B3POC/IbIX (12 N1€T M CcTapLue),
MPUHUMAOLWUX GNYTUKA3OHA
NPONMOHAT [ CaibMeTepo/1 U TONbKO
dyTUKA30HA NPONMOHAT .




3agayu

e OTobpaTb Y4aCTHMKOB NUCCAEL0BAHUS :
XXEHLMHbI, MY>XUMHbI , MO4POCTKM CTapLle 12 aeT
MCNbiTbiBatoWwme 1 060CTpeHme acTMbl

* OnpesennTb OCHOBHYIO U KOHTPOJIbHYIO Fpynny




MeToabl

= B uccneagoBaHume 6b110 BKAOYEHO 11679 NALMEHTOB.
[aumeHTbl bblAK pasgeneHbl Ha 2 rpynnbl. IM HazHavanu
nmMbo GyTMKA30Ha MPONMOHAT C Ca/IbMETEPO/IOM UAU B
TeyeHue 26 Hegenb TONbKO PAYTUKA30HA NPOMNMOHAT
. Bce naumeHTbl UMENn B aHaMHe3e Taxenoe obocTpeHne

acCTMbl B roZ 40 pPaHA0MM3aL UMW,




[1n3anH mccnenoBaHUS

* PAHAOMW3NPOBAHHOE,
/1BOVHOE C/enoe
nccnesoBaHue




Bbibopka

= [IpocTan cayvyamnHas
= Kputepum BKAKOYEHUA:

 KeHWMHbI, My>UMHbI, MOA4POCTKM CTApPLUE 12 /IET
C AMArHo3om BpoHXManbHasA acTMa, MMeloLwme B
aHamHe3e 1 060CTpeHMe acTMbl B TeYEHME roaa.

= Kputepumm nckaroyeHums:

* BO3HMKHOBEHME CUTYALUM YTPOXKAKOLWEN XKXNU3HU
naumeHTa

* [lapannenbHoe 3ab60/1€BaHNS OPraHOB AbIXaHKS,
Kpome BpOHXManbHOM aCTMbI

* BbepeMeHHOCTb, KOPMAEHME FPYAbIO UK
naaHnpyemas 6epeMeHHOCTb BO BPeEMS]
nccaeA0BaHUA




Safety of Adding Salmeterol
to Fluticasone Propionate in Children with Asthma.

BACKGROUND:

Long-acting beta-agonists (LABAs) have been shown to increase the risk

of asthma-related death among adults and the risk of asthma-related
hospitalization among children. It is unknown whether the concomitant use of
inhaled glucocorticoids with LABAs mitigates those risks. This trial prospectively
evaluated the safety of the LABA salmeterol, added to fluticasone propionate, in a
fixed-dose combination in children.

METHODS:

We randomly assigned, in a 1:1 ratio, children 4 to 11 years of age who required
daily asthma medications and had a history of asthma exacerbations in the previous
year to receive fluticasone propionate plus salmeterol or fluticasone alone for 26
weeks. The primary safety end point was the first serious asthma-related event
(death, endotracheal intubation, or hospitalization), as assessed in a time-to-event
analysis. The statistical design specified that noninferiority would be shown if the
upper boundary of the 95% confidence interval of the hazard ratio for the primary
safety end point was less than 2.675. The main efficacy end point was the first
severe asthma exacerbation that led to treatment with systemic glucocorticoids, as
assessed in a time-to-event analysis.



RESULTS:

Among the 6208 patients, 27 patients in the fluticasone-salmeterol
group and 21 in the fluticasone-alone group had a

serious asthma-related event (all were hospitalizations); the hazard
ratio with fluticasone-salmeterol versus fluticasone alone was 1.28
(95% confidence interval [Cl], 0.73 to 2.27), which showed the
noninferiority of fluticasone-salmeterol (P=0.006). A total of 265
patients (8.5%) in the fluticasone-salmeterol group and 309 (10.0%) in
the fluticasone-alone group had a severe asthma exacerbation (hazard
ratio, 0.86; g5% Cl, 0.73 to 1.01).

CONCLUSIONS:

In this trial involving children with asthma, salmeterol in a fixed-dose
combination with fluticasone was associated with the risk of a
serious asthma-related event that was similar to the risk

with fluticasone alone. (Funded by GlaxoSmithKline; VESTRI
ClinicalTrials.gov number, NCT01462344 .).




Bonpoc

= Kakon npenapat Hanbonee
SPPEKTUBEH B CHUXEHUM
PUCKA BO3HUKHOBEHUS
CEPbE3HbIX OC/0XHEHNM
CBAA3AHHbIX C OPOHXMANBbHOW
aCTMOM COoYeTaHue
Gy TMKA30HA NPONMOHaTa+
CaibMeTepos, Uau
dIYTMKA30HA NPONMOHAT?




PICO
= P- 1eTV B BO3pacTe OT 4 40 11 /1eT C
ANArHo3om bpoHxmManbHas acTma,
nepuog 0b60cTpeHms

= |- Ha3HayeHne PIyTUKA30HA MPONMUOHAT

» C- PAYyTUKA30HA
NPOMNMOHAT+CA/IbMETEPO/

= O- cMepTb, rocnuTan3sayna B
HeOT/I0XHOE oTAeneHne, MHTybaums
Tpaxeu

s [- 6 Mecdller




[1n3anH mccnenoBaHUS

* PAHAOMW3NPOBAHHOE,
/1BOVHOE C/enoe
nccnesoBaHue




