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Mocene

23 xactarbl M. eciMal oMienT aypyxaHara (DU3UKAJIBIK KYII
TYCKEHJE YJECUTIH ,KUBIHABIKIICH THIHBIC AJIAaThIHBIHA, TYPAKTHI
CHTIT'YI'e,CHTITY TYHI'1 YaKbITTa KYIICHETIHIHE IaFbIMIAHBIII
keJyial. Tekcepic HOTHKeNepiHe OalIaHbICThl HAYKacKa OpOHX
AeMIKIIeCl JuarHo3bl Kovbuiabl. Haykacka caabMeTepo
TaralbIHAAJFaHBIMEH,KaObL11ay OapbIChIH/IA KaHaMa dcepiepl
OarikanraH./{opirep/iH olbIHAA HAyKaC KaFdalbIH KaKcapTy
YIII1H BUWJIAHTEPOIJbI €MI€ KOCY THIMI1 M€ JIETE€H CYpaK TYIHbI.



* P — bpoHx neMiKIIeCIMEH 3apAarl IereTIH
23 KacTarbl JME

* | - B2-aipeHOMUMETHK BHJIAHTEPOII
* C — Canemerepoin

* O — Haykac »xarJalbIHbIH KaKCaAPYhI
HEMECE TOJIBIFBIMEH >Ka3bLIYbI



CYPAK

BbpoHX IEMIKIIECIMEH aybIpPaThIH,aJIIbIH
CAJIbMETEPOIMEH EMICIITCH HAYKACTa
KarJalbIH )KaKcapTy VIIIH €MI€ Y3aK
oCEpJl BUIAHTEPOJIIbl €HI13y THUIMI1 ME?



Kur ce3nep:bpoHx IeMIKECIH EMIEY,
BUJIAHTEPOII

Key words: Treatment bronchial asthma ,
Vilanterol



/ & Home - PubMed - NCBI X

~

C | & HagexHbiii

& NCBI  Resources © How To

PublfQed,»

US National Library of Medicine
National Insttutes of Health

PupMed v ||
Advanced

Using PubMed
PubMed Quick Start Guide

Full Text Articles
PubMed FAQs

PubMed Tutorials

New and Noteworthy

Latest Literature

New articles from highly accessed jounals
Blood (4)

Cancer Res (1)

Circulation (2)

Cochrane Database Syst Rev (1)

https://www.ncbi.nim.nih.gov/pubmec

{/
1/

PubMed comprises more than 27 million citations for biomedical literature from MEDLINE, life science journals, and

online books. Citations may include links to full-text content from PubMed Central and publisher web sites.

PubMed Tools
PubMed Mobile
Batch Citation Matcher

Clinical Queries

Topic-Specific Queries

Trending Articles
PubMed records with recent increases in activity

Effect of Resistance Training Systems on Oxidative Stress in
Older Women

IntJ Sport Nutr Exerc Metab. 2017

Marker-free coselection for CRISPR-driven genome editing in
human cells.
N; ds

IS

& ¥

Sign in to NCBI

Help

More Resources

MeSH Database

Journals in NCBI Databases

Clinical Trials
E-Utilities (API)

— e

LinkOut

PubMed Commons
Featured comments

Cross kingdom RNAI? @KennethWWitwer & author Y Liu
discuss analysis of human plasma for plant miRNA.
bit.ly/2nQPJag

Apr 21

Social determinants of health & multi-morbidity in end-of-life
care: @CSI KCL Journal Club discusses. bit.ly/2ng1smu

EN o @l

1500

23.04.2017

™



& treatment Bronchial asth X

€ S5 C | 8 Hazexuwit | https://www.ncbi.nlm.nih.gov/pubmed# W B :
& NCBI  Resources ¥ HowTo ® Sign in to NCBI s
Pmeedgov PubMed v ||treatment Bronchial asthma Vilanterol | ]m
Ll e Create RSS Createalert Advanced Help
Article types Format: Summary v Sort by: Most Recent~ Per page: 20+ Sendtov  Filters: Manage Filters
Clinical Trial =
Review : )
Customize ... Search results - relateq ,data ,
Database: | Select v
Text availability wesr  Items: 1to 20 of 35 Page 1 of2 Next>  Last>» =
Abstract
’ E[flzlet;jt” s © Filters activated: Free full text, published in the last 5 years. Clear all to show 73 items.
| Spotlight on fluticasone furoate/vilanterol trifenatate for the once-daily treatment of asthma: =
PubMed Commons p ; : A
1. design. development and place in therapy. Search details
Reader comments : : : :
Trending artcles Albertson TE, Bullick SW, Schivo M, Sutter Mﬁ | | (("therapy"[Subheading] OR "therapy"
Drug Des Devel Ther. 2016 Dec 14;10:4047-4060. doi: 10.2147/DDDT.8113573. eCollection 2016. Review. [ALL Fields] OR "treatment"[All
Publication dates clear PMID: 28008228  Free PMC Article Fields] OR "therapeutics"[MeSH
v 5years Similar articles Tgrms] OR "therapeutics"[ALl v
10years iFlelds]») AND ("asthma"[MeSH Terms] /
Custom range... | Once-daily fluticasone furoate/vilanterol versus twice daily combination therapies in asthma-mixed =
2 i 5 Search | See more...
Species 2. treatment comparisons of clinical efficacy. :
Humans Svedsater H, Stynes G, Wex J, Frith L, Leather D, Castelnuovo E, Detry M, Berry S. 7
Other Animals Asthma Res Pract 2016 Feb 8;2:4. doi: 10.1186/540733-015-0016-0. eCollection 2016. : e A’
PMID: 27965772 Free PMC Article Recent Activity
Similar articles Turn Off Clear
Clearall -

B Randomised trial of once-daily vilanterol in
Show additional filters | Efficacy and safety comparison: Fluticasone furoate and fluticasone propionate. after step down children with asthma on inhaled cor... Pubhed

3. from fluticasone furoate/vilanterol in Japanese patients with well-controlled asthma. a randomized

Q treatment Bronchial asthma Vilanterol AND

trial (free full text[sh] AND... (35) PubMed
Adachi M, Goldfrad C, Jacques L, Nishimura Y. .

Respir Med. 2016 Nov;120:78-86. doi: 10.1016/.rmed.2016.00.018. Epub 2016 Sep 30. Q treatment Bronchial asthma Vilanterol AND
PMID: 27817810 Free Article free full taxtfsh]) (37) huthed

sniaramles Q treatment bronchial asthma (89542)

PubMed
1511
23.04.2017

.|I|| I‘\‘




& treatment Bronchial asth X

& C | & Hagexnuiii | https;//www.ncbi.nim.nih.gov/pubmed

() Randomised. double-blind. placebo-controlled. cross-over single dose study of the bronchodilator
4. duration of action of combination fluticasone furoate/vilanterol inhaler in adult asthma.

Braithwaite I, Williams M, Power S, Pilcher J, Weatherall M, Baines A, Moynihan J, Kempsford R,
Beasley R; FF/VI Study Team..

Respir Med. 2016 Oct;119:115-121. doi: 10.1016/.rmed.2016.09.006. Epub 2016 Sep 4.

PMID: 27692131  Free Article

Similar articles

(] Fluticasone furoate/Vilanterol 92/22 ug once-a-day vs Beclomethasone dipropionate/ Formoterol
5. 100/6 g b.id. a 12-week cost analysis in mild-to-moderate asthma.

Dal Negro RW, Distante C, Bonadiman L, Turco P, lannazzo S.

Multidiscip Respir Med. 2016 Jun 6;11:20. doi: 10.1186/540248-016-0055-2. eCollection 2016.

PMID: 27275384  Free PMC Article
Similar articles

| Patient perspectives on fluticasone-vilanterol versus other corticosteroid combination products for
6. the treatment of asthma.

Bolimeier SG, Prosser TR.

Patient Prefer Adherence. 2016 May 13;10:825-36. doi: 10.2147/PPA.S83946. eCollection 2016. Review.

PMID: 27257375  Free PMC Article
Similar articles

) Randomised frial of once-daily vilanterol in children with asthma on inhaled corticosteroid therapy.
7. Oliver AJ, Covar RA, Goldfrad CH, Klein RM, Pedersen SE, Sorkness CA, Tomkins SA, Villaran C,
Grigg J.
Respir Res. 2016 Apr 5;17:37. doi: 10.1186/512931-016-0353-4.

PMID: 27044326  Free PMC Article
Similar articles

| Efficacy and safety of fluticasone furoate/vilanterol or tiotropium in subjects with COPD at
8. cardiovascular risk.

Covelli H, Pek B, Schenkenberger I, Scott-Wilson C, Emmett A, Crim C.

IntJ Chron Obstruct Pulmon Dis. 2015 Dec 18;11:1-12. doi: 10.2147/COPD.S91407. eCollection 2016.

PMID: 26730183  Free PMC Article
Similar articles

See more...

.|I|| I‘\‘

1515

23.04.2017



& c \ @ Hazexweiii | https://www.ncbi.nim.nih.gov/pubmed B B :

(] Ethnic sensitivity assessment of fluticasone furoate/vilanterol in East Asian asthma patients from
9. randomized double-blind multicentre Phase IIb/IIl trials.

Gross AS, Goldirad C, Hozawa S, James MH, Clifton CS, Sugiyama Y, Jacques L.

BMC Pulm Med. 2015 Dec 24;15:165. doi: 10.1186/512890-015-0159-z.

PMID: 26704701  Free PMC Article
Similar articles

(] The Salford Lung Study protocol: a pragmatic. randomised phase Il real-world effectiveness trial in
10. asthma.

Woodcock A, Bakerly ND, New JP, Gibson JM, Wu W, Vestbo J, Leather D.

BMC Pulm Med. 2015 Dec 10;15:160. doi: 10.1186/s12890-015-0150-8.

PMID: 26651333  Free PMC Article
Similar articles

() InVitro Dosing Performance of the ELLIPTA® Dry Powder Inhaler Using Asthma and COPD
11. Patient Inhalation Profiles Replicated with the Electronic Lung (eLung™).

Hamilton M, Leggett R, Pang C, Charles S, Gillett B, Prime D.

J Aerosol Med Pulm Drug Deliv. 2015 Dec;28(6).498-506. doi: 10.1089/amp.2015.1225. Epub 2015 Sep 15.

PMID: 26372465  Free PMC Article
Similar articles

|| Safety. Tolerability. Pharmacokinetics. and Pharmacodynamics of Vilanterol. a Novel Inhaled Long-
12. Acting B-Agonist. in Children Aged 5-11 Years with Persistent Asthma: A Randomized Trial.
Oliver A, VanBuren S, Allen A, Hamilton M, Tombs L, Kempsford R, Qaqundah P.
Clin Pharmacol Drug Dev. 2014 May;3(3):215-221. Epub 2014 Feb 6.

PMID: 26097789  Free PMC Article
Similar articles

[l Pharmacodynamics and pharmacokinetics of fluticasone furoate/vilanterol in healthy Chinese

13. subjects.
Chen X, Zheng X, Jiang J, Hu P, Wu K, Zhuang L, Liu L, Du X, Kempsford R, Allen A.
Pharmacotherapy. 2015 Jun;35(6):586-99. doi: 10.1002/phar.1598. Epub 2015 Jun 9.
PMID: 26059225  Free PMC Article
Similar articles

1516
23042017

EN o @l



/ « treatment Bronchial asth X

€& 5 C | @ Hagexuuiit | https;//www.ncbinim.nih.gov/pubmed

16.

7.

UIdUrusIs danu prdridrutierdpy Or Stduie LHTorit OuSTUctve paimurdry ursedse: e s

Kankaanranta H, Harju T, Kilpelainen M, Mazur W, Lehto JT, Katajisto M, Peisa T, Meinander T,
Lehtimaki L.

Basic Clin Pharmacol Toxicol. 2015 Apr;116(4):291-307. doi: 10.1111/bcpt. 12366. Epub 2015 Jan 22. Review.
PMID: 25515181  Free PMC Article

Similar articles

The effect of fluticasone furoate/umeclidinium in adult patients with asthma: a randomized. dose-

ranging study_

Lee LA, Yang S, Kerwin E, Trivedi R, Edwards LD, Pascoe S.

Respir Med. 2015 Jan;109(1):54-62. doi: 10.1016/.rmed.2014.09.012. Epub 2014 Oct 2.
PMID: 25452139  Free Article

Similar articles

Safety and folerability of once-daily umeclidinium/vilanterol 125/25 mcq and umeclidinium 125 mcq

in patients with chronic obstructive pulmonary disease: results from a 52-week. randomized. double-

blind. placebo-controlled study.

Donohue JF, Niewoehner D, Brooks J, O'Dell D, Church A.
Respir Res. 2014 Jul 11;15:78. doi: 10.1186/1465-9921-15-78.
PMID: 25015176  Free PMC Article

Comparison of vilanterol. a novel long-acting beta2 agonist. with placebo and a salmeterol
reference arm in asthma uncontrolled by inhaled corticosteroids.

Lotvall J, Bateman ED, Busse WW, O'Byrne PM, Woodcock A, Toler WT, Jacques L, Goldfrad C,
Bleecker ER.

J Negat Results Biomed. 2014 Jun 13;13(1):9. doi: 10.1186/1477-5751-13-0.

PMID: 24928338  Free PMC Article

New combination treatments in the management of asthma: focus on fluticasone/vilanterol.
Tan LD, Chan AL, Albertson TE.
J Asthma Allergy. 2014 May 3;7:77-83. doi: 10.2147/JAA.S39625. eCollection 2014. Review.

PMID: 24833910  Free PMC Article
Similar articles

EN o @ ol i

15:18

23.04.2017



by Pb3,eunTkeHi:

bakpinay A ToOBI Oap;

JleMiKkneMeH aybIpaThiH HayKacTap TOOBI aJIbIHFaH;
HaykacTap ke3aeicoK TonTopFa O6JI1HICH;
EKIHIIUIIK J)KaChIPBIH €M KOJIJaHBLIFaH.

JKanama ocepiaepi »kaiiibl Mariymarrap oap;
3eprreyre 347 HayKac KaTbICKAH;

3eprreyneH 298 Haykac askraraH,49 Haykac
IIBIFAPbLIFaH;

CraTHCTHKAJIBIK capanTaMa >KanlJibl MOIIMET.

CTaTUCTUKAJIBIK HAKTHUIBIFBI Y KAUJIbl MAJIIMET.



JleMiKkIie Ke31H€ KaHa,oCcepl y3aK b2- arOHUCTI
OaKbIJ1aHOANTHIH MHTAISIUSIBIK KOPTUKOCTEPOUT

BUJIAHTEPOJIIbl OaKbLIay TOOBI-CAIBMETEPOIMEH
CaJIBICTBIPY



ABTOpnapbl:
Tayernci3 backapma KOMUTETIHIH(JL, EDB, WWB,
PMO'B, AW, ERB)aBTopnapbil

[lepek keai:
Patient demographics and baseline characteristics by
country, ITT population.
Change from baseline in daily PM and AM PEF at Week 12,
ITT population.
List of investigators and IECs/IRBs for B2C112060.



Background

Current maintenance therapies for asthma require twice-daily dosing.
Vilanterol (VI) is a novel long-acting beta, agonist, under development in
combination with fluticasone furoate, a new inhaled corticosteroid (ICS).
Findings from a previous 4-week study suggested that VI has inherent
24-hour activity and 1s therefore suitable for once-daily dosing.

AJIFpIIIapTTAP:

JlemikIieH1 eMey/IiH 3aMaHay| 9JIICTepiHIH 01pi- €K1 KYHJIK J03aay.
Bunantepos —0yi1 y3ak ocep eTeTiH B2 aroHucTti, (QpiayThka3zoH
(dpyarbIMeH O1piTry apKbLIbI KaCIFaH KaHAa MHTaJSIUIIbIK
KOPTUKOCTEPOU.4 anTaJIbIK 3€PTTEY KOPBITHIHIBICHI OOMBIHIIIA
BHJIAHTEPOJI 24 caraT aKTUBT1,COHJBIKTAaH O1p PETTIK KOJIJaHbICKA
Kapaniel.



Materials and methods

This was a randomised, stratified, multicentre, double-blind, double-dummy (i.e. all
patients received both devices, see below), parallel-group, salmeterol-controlled,
active-controlled Phase III study of 12 weeks’ duration (GlaxoSmithKline study
number: B2C112060; ClinicalTrials.gov number: NCTO1181895). It was conducted
between 15 September 2010 and 26 August 2011 at 34 centres in 5 countries
(Germany, Peru, Poland, Ukraine and USA). The study was approved by local ethics
review committees (see Additional file 4), and was conducted in accordance with
the Declaration of Helsinki and Good Clinical Practice guidelines.

O/IiC-TACiJIi MeH MaTepuaJaap:

byn-canbicThIpMabl

Canmetepoi1 0akpliiay TOOBIMEH aKTHBTI OaKbliay TOOBI OaKbLIAHATHIH €K1 TOIKA
ACBIPBIH TYP/AE KYPri3UIECTIH 3epTTEYAiH YIIiHII ¢ga3ackl 12 anTara co3bUIaThIH
PaHIOMU3ALMSIIBIK,KOIT KA0aTThl,MyJIbTUIEHTP1 3epTTey.On 2010 xbuiasiy 15
KbIpKyiierined 0actan 2011 buiaeiH 26 TaMbI3biHA AeHiH S eyl 34 opTalblFbIHAA
otTi (I'epmanus,llepy IHonbma, Ykpanna,AKLL).3epTTey 3TUKATBIK SKIIEPTH3A
KOHIHJICT1 )KEPTUTIKTI KOMUTETIMEH MaKYJIJAHbII, XEIbCUHK JICKIapalHsChl
NPUHIIMIITAPbIHA COMKEC KOHE KAKChI KIIMHUKAJIBIK MTPAKTUKaAa © TKI3LI/II.



Discussion

Current asthma treatment guidelines recommend the addition of a LABA
bronchodilator to ICS anti-inflammatory therapy to provide sustained relief
from narrowing of the airways . In combination with the novel once-daily
ICS FF, VI will potentially offer patients with persistent uncontrolled
asthma a once-daily maintenance option, simplifying treatment and
potentially improving patient adherence

TaakplLiay:

3aMaHayu YCBIHBICTAp OOMBIHIIIA AEMIKIICH1 EMACYIE THIHBIC a1y JKOJIAPbIHBIH
TapbUTYbIH )KEHUIICTETIH

LABA OpOHXOIUTHUKTEP KOChUIFaH KaObIHYFa KapChl MHT AJISLIUSIIBIK
IJIFOKOKOPTHUKOCTEPOUATAP YChIHBLIABL. blru 1a 0akbl1aHOAMTHIH acCTMaMEH
aybIpaThIH HAyKACKa €MIH JKCHUIJICTETIH »KOHE YKaFIalbIH KaKCcapTaThiH O1p
pertik konaanbeicTarbl ICS FF, VI OaliylaHbICBIH KYHIHE O9p PET YCBIHY.



Results

Patients (n =347) received VI, SAL (1:1:1). For the primary endpoint,
substantial improvements in lung function were seen with VI (359 ml),
SAL (283 ml) . There were no statistically significant treatment differences
between either the VI (70 ml, P=0.244) or SAL (-6 ml, P=0.926) groups
and placebo. No treatment-related serious adverse events occurred.

HorTuxeci:

HayxkacTap (n-347) Bunanrepod, caapbmeTtepod (1:1:1)

kaobu1Aaab61. VI(359ml),SAL(283ml) kaObuigaranga ekmne KbI3METiHIH
xaxcapranbl Oaiikanael. VI (70 mi, P = 0,244) nemece SAL (-6 M) ochl
TOIITAPMEH eMJICY/le CTaTHCTUKAJBIK albIpMaIlbLIbIK O0JIMaibl. EMey
OapbIChIHIA aUTAPIIBIKTAN XKaHaMa dcepiiep OalKaaMaibl.



Conclusions

Substantial improvements in lung function and asthma control were seen 1n all
treatment groups, thus the unexpectedly strong salmeterol response
confounded interpretation of the primary and secondary comparisons. As such,
no firm conclusions can be drawn from these data regarding the efficacy of VI
in asthma not controlled by ICS alone; however, the safety data do confirm the
tolerability of VI 25 mcg.

KopbIThIHABI:

BpoHX JieMIKIIeCl KE31H/I€ OKIe KbI3BMETIHIH KaKcapybl OapJibIK TOMNTa
Oarikanapl. CaabMETEpONIbIH, KYILITI pEAKIUSIChI OIPIHIIUTIK KOHE CKIHIITIIK
CaJIBICThIPMAJIbI HHTEPIIPETALMSHBIH apajiacybiHa ajibii Keiai.CoHIbIKTaH
OeplIreH MoJIIMETTEP OOMbIHIIIA AEMIKIIEe KE€31HACT1 BUIAHTEPOIAbIH
CaJIBICTBIPMAJIBI 9CEP1 JKAMIIBI KOPBITHIH/IBI IIBIFAPY MYMKIH eMec.bipak
Kay1rci31K Oeruiepi OoibIHIIa BUIAHTEPOIALIH 25MKT THUIM/I1 €KEHI
aHBIKTaJIJIbI.



KOPBITBIH I

BpoHX JIEMIKIIECIH €M/ICY,HayKACThIH, KarJallbIH )KaKcapTy
YILI1H

CanbpMeTepOJIIbIH, J1a BUIAHTEPOJIIBIH J1a albIPMAIIbLIbIFbI
OOJIMaFaHBIMEH BHUJIAHTEPOJIJIBI KOJJIAHY JYPHIC JIETT
onanMbIH.Ce0e01 HayKacTap HEFYPJIbIM KOTEPE alaThiH,
Kay1IITUIIT a3 IIpenaparThl EMICYIE KOJIaHy THIMIIPEK.



