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nepen onepauuen, nocsie onepaumm...
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[TOoNMNO3HbIN PUHOCUHYCUT:
cerogH4

m Cepbe3Has HepelwleHHas npobnema
m OTcyTCcTBUE 3(PPEKTUBHBIX CXEM JIeHEHUS

® HNM OAWH U3 CYyLLeCcTBYHOLWNX
MEeToA0B He No3BoNseT
KOHTPOJIMPOBATb
CUMMNTOMbI 3ab60s1eBaHUS

6osiee yem Ha 60%
R.Mosges, 2006

lopatin.andrey@inbox.ru



Cxema nedeHuda MNMPC ansa JIOP-Bpauen

European Position Paper on Rhinosinusitis and Nasal Polyposis
Fokkens W, Lund V, Mullol J, Bachert C et al. Rhinology March 2012

CRSwNP management scheme for ENT-specialists

o -.~G v 2 symptoms: one of which should be nasal obstruction
=t or discoloured discharge

+/- frontal pain, headache

+/- smell disturbance

ENT examination including endoscopy (size of polyps)

consider CT scan

consider diagnosis and treatment of co-morbidities




Hexupyprnyeckme Metoabl 1eUYeHuU
NOJIMMO3HOr0 PUHOCUHYCUTA

m KopTukoctepouabl
m CUCTEMHDbIE
m TOMMNYECKUnNe

m [IpoTnBorpnbkoBbie npenapaThbl
s Tonnyeckune (AMmpotepmnumnH B)
m CUCTEMHbIE

AHTUOUNOTUKU (Makponuabl, AOKCULIMKINH)
AHTAroHMCTbl NEUKOTPUEHOBbLIX peLenTopoB
[leceHCcnTn3aumnga acnmMpmHoOM

WHranauum pypocemmnaa

Tonnyeckme aHTUIrMCTaMUHHbIE, aHTU-IgE,
aHTU-ILS5, MHrMbuTtopbl NPOTOHHOW MOMIMbI,
TonMyeckmne aHTNbmNoTUKM ...



JleyeHne NoANMNO3HONro pPUHOCUHYCUTA.
YPOBEHb A0Ka3aTeJ/IbHOCTU
M 060CHOBAHHOCTb peKoMeHAauunmn

Tepanusa PSR OGocHoBaHHOCTE  YMECTHOCTb Ha3Ha4YeHus
AOoKa3aTesribHOCTU peKoMeHaaunmn

Tonuqecxue ctepouabl (UHIKC) la A Ha }
‘ MepopanbHble cTepouabl la A [a ‘
‘ MepopanbHO aHTUBNOTUKK, KOPOTKUIA KypeC <4 Hen Ibn 1b(-) C [a, He3HaunTenbHbIN 3hekT ‘

[MepopanbHO aHTUOMOTKKK, ONMH. Kypc 212 Hea 11 C [a, ocobeHHO ecnu He noBbILEH IgE,

YMEpPEHHbIN acphekT

KancanumH, HrmémTopbl NPOTOHHOW MOMIbI Il C Het

[leceHcmbunusaumsa acnmpmHom Il C HesacHo

®dypocemua 1 D Het

NmMMyHocynpeccaHThbI \Y] D Het

[MpombiBaHME HOCa N30TOHUYECKMM P-POM Ib, HET A@HHbIX B D [la, cumnTomaTnyeckm

Ka4-B€ MOHO

AHTUOMOTUKM MECTHO, chuTonpenapaThbl, MyKONUTUKMN, HeT paHHbIX D HeTt

Al'Tl y nauneHTOB C annepr, 4eKOHrecT nepopanbHo /

MeCTHO — B Ka4eCTBe MOHOIMnpenapaTtoB

AHTU-UN5 HeT paHHbIX D HesicHo

MpoTrBOrpMbKoBLIE MPenapaTsl - MECTHO la (-) A(-) Het

MpoTrBOrpMbKoBbLIE NpenapaTbl - CUCTEMHO b (-) A(-) Het

AHTUNEVKOTPUEHOBbIE NpenapaTbl, aHTu-IgE b (-) A(-) Het

Fokkens W, Lund V, Mullol J, Bachert C et al
Rhinology Vol.50, Suppl.23 March 2012



1o onepauunu:
npeaonepaunoHHas
NoAroToBKa

lopatin.andrey@inbox.ru



MHTpaHa3a/lbHblE
KOpPpTUKOCTEPOUADI

® /ICMONb3YyOTCA B 1Ie4YEHNUUN BCEX
TUMWNYHbIX ®OPM ABYCTOpOHHero lNPC

= ABNAKOTCA CTAapTOBOW Tepanueun npu
HayasbHbIX CTaaMax 3aboneBaHna 6e3
Bbipa>XeHHOM Ha3a/ibHON 06CTpyKUUKn

m HasHayaTCcs B yABOEHHOW A03UPOBKE

(MoMeTa30Ha pypoaTt — 400 MKr/cyT)
annTenbHbIM KypcoM (6 Mec. n 6onee)

Hayuonanvnwvie knunuueckue pexomenoayuu no IIPC, 2015



MHTpaHa3anbHbie [ KC npu MPC:
BIMAHMNE Ha pa3Mep MNoJIMMoB

UccnepoBaHue 1 (N=354) UccnepoBaHue 2 (N=310)
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N3meHeHune ncxoaHbIix
pa3mepoB NosnMnoB

P<0.05 vs placebo

1. Small et al. J Allergy Clin Immunol. 2005;116:1275.
2. Stjarne et al. Arch Otolaryngol Head Neck Surg. 2006;132:179.



CucrtremMHas
KOPTUKOCTEepouaHaa Tepanus

m HeadpdpekTnBHoCTb Tepanmnn UIMKC
m BbipaxeHHas HalanbHas 06CTpyKUMS

m [loarotoBKa K onepauumn u Tepanus B
nocneonepaunoHHOM nepuoae

m conyTcTByowas 6poHxmanbHasa acTtma,
annepruyecknun puHuUT

s ObblYyHO: AekcameTa3oH B/B 8-16 Mr/cyT nnu
= NnpeaHn3onoH 0,5 Mr/kr Beca 4-6 aHeu

Hayuonanvnvie knunuyeckue pexomenoayuu no IIPC, 2015

lopatin.andrey@inbox.ru



[locne onepaunn:
npeaynpexageHne peunanea

lopatin.andrey@inbox.ru



EPOS 2012: kak npeaynpeanTb
peunmaus NONUNOB Nocne onepauun?

Tepanus YpoBeHb YpoBeHb 3Ha4YMMocCTb
[oKa3aTeflbHOCT  peKoMeHAauuu
Tonuyeckue ctepounabl (MHIKC) la A Oa
‘I'Iepopaanble cTepouasbl la A Aa
[MepopanbHO aHTUBMOTUKN, KOPOTKUI KypC <4 Hep Ib A [a, HebonbLlon addekT
AHTN-UIN-5 Ib A [a
[MepoparnbHO aHTUBMOTUKK, ANUH. KypC 212 Hef Ib C [a, Tonbko ecnu He noBbIWw IgE
MepopanbHble AlTT y nauMeHTOB € annepruemn Ib C HesicHo
dypocemnp 1] D Het
[MpomMbliBaHWE hnM3pacTBOPOM HeT gaHHbIX D HeqacHo
AHTUNENKOTPMEHOBBIE NpenapaTbl Ib(-)* A(-)** Het
AHnTe-IgE Ib(-) C HesicHo

* Ib(-) mokasaTenbCTBO OTpULATENBHOrO pesynerara, ToO eCTb HE3(dEKTUBHOCTH
** A (-) YpoBeHb A pekomeHaaumn, 4to HE Hy>kHO ncnonb3oBaTb

Fokkens W, Lund V, Mullol J, Bachert C et al
Rhinology Vol.50, Suppl.23 March 2012



MHTpaHa3anbHble KOPTUKOCTEPOUADI
B nmocneonepaunMoHHOM nepuoae

m AGCONOTHO HEeobXoaANMbBbIN U
He3aMeHMMbIA KOMMOHEHT 1eyeHund

m Ha3Ha4alTCca B yABOEHHOW A03UPOBKE
(M® - 400 MKr/cyT) AnuTenbHbIM KypCcoM
6 Mec. n 6osiee (4acTo NOXU3HEHHO)

m CoyeTarTCsa C MppUrauMOHHON Tepanuewu

m MaKcMMaJZibHO paHHee Hayano Kypca
Tepanuun nocne yganeHnda noannos

Knunuueckue pexomenoayuu no IIPC, 2015



MHI'KC B npeaynpexaeHun peunanBa
Noanno3a nocsie onepaunu
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« Obuwasa gos3a momeTtasoHa 370 MKr
« JlosnpoBaHHada andpadysnd B

« YpoBeHb AoKa3aTeNibHOCTKU Ia,

[[KC: 6bunopactBopumsble
NIEKAPCTBEHHbIE CTEHTb
«Drug-eluting stents»

BnopacTtBOpUMbINA CTEHT NMPUHUMAET
dopmMy onepaunmoHHON MOSIOCTU

TeyeHune 30 gHen, obecneumBaeT
NOCTOSIHHYIO MECTHYI0
KOHUeHTpauuto 6e3 pucka
CUCTEMHOro 3@ eKTa

[MpenoTBpallaeT obpasoBaHue
CUHEXUNN U CTEHO3 COYCTbS

o.£|,06peH FDA Lietal, 2010;: Murr A. et al. 2011
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EPOS 2012: kak npeaynpeanTb
peunmaus NONUNOB Nocne onepauun?

Tepanusa YpoBeHb YpoBeHb 3HA4YUMMOCTb
[oKa3aTeflbHOCT  peKoMeHAauuu

Tonunyeckue ctepouabl (MHIKC) la A Oa

[MepopanbHble cTepouabl la A [a

[MepopanbHO aHTUBMOTUKN, KOPOTKUI KypC <4 Hep Ib A Ha, HebonbLon adpekT

AHTU-UI-5 Ib A [a

[MepoparnbHO aHTUBMOTUKK, ANUH. KypC 212 Hef Ib C [a, Tonbko ecnu He noBbIWw IgE

MepopanbHble AlTT y nauMeHTOB € annepruemn Ib C HesicHo

dypocemnp 1] D Het

[MpomMbliBaHWE hnM3pacTBOPOM HeT gaHHbIX D HeqacHo

AHTUNENKOTPMEHOBBIE NpenapaTbl Ib(-)* A(-)** Het

AHnTe-IgE Ib(-) C HesicHo

* Ib(-) mokasaTenbCTBO OTpULATENBHOrO pesynerara, ToO eCTb HE3(dEKTUBHOCTH
** A (-) YpoBeHb A pekomeHaaumn, 4to HE Hy>kHO ncnonb3oBaTb

Fokkens W, Lund V, Mullol J, Bachert C et al
Rhinology Vol.50, Suppl.23 March 2012



OnutenbHasa Tepanusa Makpoamgamu

Efficacy of long-term low-dose macrolide therapy in preventing early

recurrence of nasal polyps after endoscopic sinus surgery
Anastasia Varvyanskaya, MD and Andrey Lopatin, MD, Dr Med Sci

Background: This study assessed efficacy of clarithromycin
“long-term” macrolide therapy as an adjunct to mainte-
nance therapy with nasal corticosteroids to prevent recur-
rence of nasal polyps (NP) after functional endoscopic si-
nus surgery (FESS).

Methods: A total of 66 patients with chronic rhinosinusitis
and bilateral NP were randomized into 3 study arms, 22 pa-
tients in each arm. After FESS, patients in the firstand sec-
ond groups were treated with clarithromycin 250 mg/day
for 12 and 24 weeks, respectively, whereas patients in the
third group did not receive any clarithromycin. Patients in
all 3 groups received maintenance therapy with mometa-
sone furoate 400 pug/day. Patient assessment was con-
ducted before the surgery and 6, 12, and 24 weeks af-
ter surgery, using a visual analogue scale (VAS), 20-item
SinoNasal Outcome Test (SNOT-20), acoustic rhinometry,
rhinomanometry, saccharin transit time, nasal endoscopy,
computed tomography (CT) of paranasal sinuses, and mea-
surement of the level of eosinophil cationic protein (ECP)
in their nasal secretions.

Results: The study confirmed efficacy of “long-term”
macrolide therapy, resulting in significant improvement of
all parameters except acoustic rhinometry and VAS in both

clarithromycin groups as compared to the control. Concen-
tration of ECP in the nasal secretions increased dramat-
ically after surgery, then returned to baseline levels after
12 and 24 weeks of treatment with clarithromycin. In the
control group, ECP level continued to increase and was
significantly higher at the endpoint. Both groups with clar-
ithromycin showed significantly better endoscopic and CT
scores than the control group at the end point.

Conclusion: “Long-term” low-dose clarithromycin
250 mg/day is able to control eosinophilic inflammation
and prevent early relapse of NP after FESS. © 2014 ARS-
AAOA, LLC.

Key Words:
chronic rhinosinusitis; endoscopic sinus surgery; medical

therapy of chronic rhinosinusitis; computed tomography;
SNOT-20

How to Cite this Article:

Varvyanskaya A, Lopatin A. Efficacy of long-term low-dose
macrolide therapy in preventing early recurrence of nasal
polyps after endoscopic sinus surgery. Int Forum Allergy
Rhinol. 2014;00:1-9.




OnntenbHasa Tepanusa Makpoanaamu:
pe3ysibTaTbl IeYEHUS
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* P< 0,05 Varvyanskaya A.V., Lopatin A.S. Efficacy of long-term low-dose macrolide therapy in preventing early recurrence

of nasal polyps after endoscopic sinus surgery. Int Forum Allergy Rhinol. 2014 Jul;4(7):533-41



dnutenbHasa Tepanna MakpoJinaamu.
ONHAMMKaA MapKepoB BOoCManeHuns
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Varvyanskaya A.V., Lopatin A.S. Efficacy of long-term low-dose macrolide therapy in preventing early recurrence

Iopati n.and rey@i nbox.ru of nasal polyps after endoscopic sinus surgery. Int Forum Allergy Rhinol. 2014 Jul;4(7):533-41



AnuntenbHasa Tepanusa Makpoanaamu

® /IMMYHOTPOMHbIN U MPOTUBOBOCMANINTENbHbIN

cloJolslq)

m /IMMYHOTpOMHbIE CBOMCTBA NMPOSABAAIOTCS NpU
ANUTENbHOM npueme (He MeHee 12 Heaenb
B HU3KUX A03axX

Varvyanskaya A.V., Lopatin A.S. Efficacy of long-term low-dose macrolide therapy in preventing early recurrence

Iopati n.and rey@in box.ru of nasal polyps after endoscopic sinus surgery. Int Forum Allergy Rhinol. 2014 Jul;4(7):533-41



[leceHCUTN3auUuns
HU3KMUMWN A03aMUN aCMUPUHA
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ORIGINAL ARTICLE C i RWAY DisEAsEs

Low-dose aspirin desensitization in individuals with
aspirin-exacerbated respiratory disease

K. Fruth!, B. Pogorzelski', I. Schmidtmann?, J. Springer!, N. Fennan’, N. Fraessdorf', A. Boessert’,
D. Schaefer®, J. Gosepath' & W. J. Mann'

'Department of Otorhinolaryngology, Head and Neck Surgery, University Medical Center of the Johannes Gutenberg University Mainz,
Mainz; ?Institute of Medical Biostatistics, Epidemiology and Informatics (IMBEI), University Medical Center of the Johannes Gutenberg
University Mainz, Mainz; *Medical Clinic 1ll, Friedrich-Alexander-University Efangen-Nuremberg, Germany

« CybknnHunyeckmne dpopMbl HenepeHocnMmocTn HIMBC moryT 6bITb
BbisiBJfieHbl Y 60nbWMHCTBA 60/1bHbIX PC

« [laTonornyeckne naMeHeHunst B MetabonimaMme snKo3aHOUAO0B MNMpwu
MPC MoOryT 6bITb CKOPPEKTUPOBAHbI A/INTENbHbIM NPUEMOM HU3KUX
A03 aCnNUpUHa J.Gosepath et al., 2001, 2006



[leceHCUTN3auUuns
HN3KMMWN A03aMUN aCMMUPUHA
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CucreMHast NpoTuBOrpmnbKoBas
Tepanna?

1996 2003
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CncrteMHas
npoTuBOorpnbKoBas Tepanus

m EanHCcTBEHHOE noka nnaauebo-
KOHTpPOJINpyeMoe nccrieaoBaHue
(TepbeHadunH B TeyeHne 6 Hepenb)

He MoATBepAnNo 2APEKTUBHOCTb
CUCTEMHOW NPOTUBOrpMOHKOBON Tepanmn
npwv XPC D.Kennedy et al, 2005

m HeBepHoO BbIOpaH npenapaT?
HepoctaTouyHada Npoao/KUTENIbHOCTb
Kypca ne4dyeHunga?

lopatin.andrey@inbox.ru



[InHaMnka gaHHbIX KT 1 aHaockonuu
Ha POHe neyeHna UTpaKkoHa30JIOM

B ocHoBHas rpynna
[[] KoHTponbHasa rpynna
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- CTATUCTHYECCKHU JOCTOBEPHasA pasHULIa

A.Lopatin et al., 2007
lopatin.andrey@inbox.ru



BMecTo onepauunn?...
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CucteMHasa 'KC Tepanus:
MEANKAMEHTO3HAA NMOJIMMNMOTOMUA

m [lpeaHnsonoH 0,5-1,0 Mr/Kr/cyT B 2 npuema
B TeyeHue 10-14 aHen

Pictures: H.Stammberber



MHbekunn AenoHNnpoBaHHbIX
KOPTUKOCTEPONAOB

® BO3MOXHbl Cepbe3Hble
OC/NIOXXHeHUs (amMbonuns
apTepumn ceTdyaTKn) u
Nob6oYHble 3PP eKThbl

B He cieayeTt UCMoJib3oBaTb

B Ka4yeCTBeE

anbtepHaTuBbl NTKC un
CUCTEMHOM
KOpTUKOCTEpOUAHOM
Tepanuu




BropacTBOpUMbIE NEKAPCTBEHHbIE CTEHTDI:
albTEPHATUBA MOBTOPHOMN Onepauuu

n cucremHoun KC tepanuu
BpeMeHHbI uMnnaHT Ethmoid STRATUS

« Stratus Ethmoid
Spacer
yCTaHaB/IMBaETCS
B nepefHne KJIeTKU
peLweTyaToro
nabunpunHTa

= BblapeneHwume
NeKapCTBEHHOro
BellecTBa
NponucCxoaunT 4yepes
MUKPOMNOPbl NyTEM

|£'| n Cbcby3 47 P.].Catalano et al. The MicroFlow Spacer: A Drug-Eluting Stent for
the Ethmoid Sinus, Indian | Otolaryngol Head Neck Surg

2011 63(3):279-284




BropacTBOpMMbIE TEKAPCTBEHHbIE CTEHTDI:

aJibTepHaTuBa NOBTOPHOW onepaunumn u
cuncrteMHoun N'KC Tepanunu

« AMbynaTtopHas npoueaypa
« CTeHT MexXaHW4yecKn paclumpseT nosiocTb

- [IpsiMasa gocTtaBKa rnpenapaTta B pelleTyaTbin
NAGUPUHT

Monunebl B

MexaHn4yeckum
peweT4yaTom e S LA 8
nabunpuHTte acpdeKkT cpasy 6 Hen
yepes 6 mec nocrie yctaHOBKU
nocne onepauum



Tonnyeckasd
NnpoTnBOrpnbkoBasa Tepanus

pacTBop ampoTepmumHa B B ANCTUNNIMPOBAHHON BOAE B
pa3seaeHun 100 Mr/mn ans NnpoMbiBaHMS MOJIOCTU HOCA
n/vnmn OHI B TeyeHne 4-12 Hepenb

J.Ponikau et al., 2005



Tonnyeckoe neyeHue
aMdOTEPULMNHOM:
KOHTpOJIMpYyeMble nccrenoBaHus

m J.Ponikau et al., 2005:

s KnnHundeckasa adpPeKTUBHOCTb

m YMeHblUeHne ToJIWUHbI CITN3UCTON 060/104KN
(KT + sHgockonus)

= CHMXEeHMe KOHLUEHTpaUNX MapKepoB
BOCMNasieHNS B /1aBa>XHOM XUAKOCTU
m M.Weschta et al., 2004:

s HMKaknx npemmyLLecTts Ha3a ibHOro Aylua
am@oTepuLMHOM nepes 0bbIYHbIM

NPOMbIBAHMEM MOJSIOCTU HOCA U3O0TOHUYECKUM
PACTBOPOM

m F.A.Ebbens et al., 2006

s HeT pa3Huubl Mexay aMdoTeEPULIMHOM U
nnauebo



AMpoTepnumnH npu XPC/TIPC
NccnepoBaHune SinuNase, 2008

m Pasnnumna mexay rpynnamm am@o B
"M nnauebo He aocTUranu
CTaTUCTNYECKOWN AOCTOBEPHOCTU p=0.14

m /locTOBEepHOe yMeHblleHne pa3MepoB
NoJINNOB U KOHUEeHTpauun eMBP npwu
Hanbonee Taxenbix opmax XPC




OnuntenbHas Tepanns HU3KNMU
[03aMN MaKponaoB

Vilo nocne

H.Moryama, 2007



OnuntenbHada Tepannua MakpoanaaMmu:
OTAaJIeHHbIN pe3ynbTaT

1989 2005

H.Moryama, 2007



AHTHMBUOTMKOTEPanusa npu MPC
BO3MOXHbl€ NnepcrnekTnbl. A40KCUUNKITNH

Oral steroids and doxycycline: Two different approaches to

treat nasal polyps

Thibaut Van Zele, MD, PhD,** Philippe Gevaert, MD, PhD,** Gabriele Holtappels,® Achim Beule, mD,¢
Peter John Wormald, MD,? Susanne Mayr, MD,© Greet Hens, MD, PhD,® Peter Hellings, MD, PhD,®
Fenna A. Ebbens, MD, PhD,* Wytske Fokkens, MD, PhD,® Paul Van Cauwenberge, MD, PhD,® and

Claus Bachert, MD, PhD*

The Netherlands

Background: There is little scientific evidence to support the
current practice of using oral glucocorticosteroids and
antibiotics to treat patients with chronic rhinosinusitis and nasal
polyps.

Objective: We evaluated the effects of oral glucocorticoids and
doxyeycline on symptoms and objective clinical and biological
parameters in patients with chronic rhinosinusitis and nasal
polyps.

Methods: In a double-blind, placebo-controlled, multicenter
trial, we randomly assigned 47 participants with bilateral nasal
polyps to receive either methylprednisolone in decreasing doses
(32-8 mg once daily), doxyeyeline (200 mg on the first day,
followed by 100 mg once daily), or placebo for 20 days.
Participants were followed for 12 weeks. Patients were assessed
for nasal peak inspiratory flow and symptoms and by nasal
endoscopy. Markers of inflammation such as eosinophilic
cationic protein (ECP), IL-5, myeloperoxidase, matrix
metalloproteinase 9, and IgE were measured in nasal secretions.
Concentrations of eosinophils, ECP, and soluble IL.-5 receptor a
were measured in peripheral blood samples.

Results: Methylprednisolone and doxycyeline each significantly

decreased nasal polyp size compared with placebo. The effect of

methylprednisolone was maximal at week 3 and lasted until
week 8, whereas the effect of doxyeycline was moderate but
present for 12 weeks. Methylprednisolone significantly reduced

Ghent and Leuven, Belgium, Erlangen-Nuremberg, Germany, Adelaide, Australia, and Amsterdam,

levels of ECP, IL-5, and IgE in nasal secretions, whereas
doxycycline significantly reduced levels of myeloperoxidase,
ECP, and matrix metalloproteinase 9 in nasal secretions.
Conclusion: This is the first double-blind, placebo-controlled
study to show a significant effect of oral methylprednisolone and
doxycycline on size of nasal polyps. nasal symptoms, and
mucosal and systemic markers of inflammation. (J Allergy Clin
Immunol 2010:125:1069-76.)

Key words: Randomized controlled trial, placebo-controlled, double
blind, methylprednisolone, doxycycline, Staphylococcus aureus, na-
sal polyposis, chronic rhinosinusitis, double-blind placebo-con-
trolled, corticosteroids, antibiotics

Chronic rhinosinusitis with nasal polyps (CRSwWNP) is a
disease of the sinuses characterized by mucosal thickening and
polyp formation: it is frequently associated with asthma and
aspirin intolerance.' The cause of nasal polyposis is not known,
but 80% of Caucasian patients have major eosinophilic inflamma-
tion with a Ty2 cytokine profile, and bacterial superantigens
might modulate disease severily.“

Glucocorticosteroids have potent anti-inflammatory action and
are the most common treatment for patients with CRSwNP.
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JleyeHne NoANMNO3HONro pPUHOCUHYCUTA.
YPOBEHb A0Ka3aTeJ/IbHOCTU
M 060CHOBAHHOCTb peKoMeHAauunmn

Tepanus YposeHb OGocHosaHHOCTL  YMEeCTHOCTb Ha3Ha4YeHuUs!
AOoKa3aTesribHOCTU peKoMeHaaunmn
Tonuyeckue crepouabl (MHIKC) la A Oa
MepopanbHble cTepouabl la A [a
NepoparnbHO aHTMBMOTUKK, KOPOTKMIA KypeC <4 Heq, Ibn 1b(-) C [a, He3HaunTenbHbIN 3dhdekT
[MepopanbHO aHTUOMOTKKK, ONMH. Kypc 212 Hea 11 C [a, ocobeHHO ecnu He noBbILEH IgE,
YMEpPEHHbIN acphekT
KancanumH, HrmémTopbl NPOTOHHOW MOMIbI Il C Het
[leceHcmbunusaumsa acnmpmHom Il C HesacHo
dypocemny 1 D Het
NmMMyHocynpeccaHThbI \Y] D Het
[MpoMbiBaHME HOCa N30TOHNYECKMM P-POM Ib, HET A@HHbIX B D [la, cumnTomaTnyeckm
Ka4-B€ MOHO
AHTUOMOTUKM MECTHO, chuTonpenapaThbl, MyKONUTUKMN, HeT paHHbIX D HeTt
Al'Tl y nauneHTOB C annepr, 4eKOHrecT nepopanbHo /
MeCTHO — B Ka4eCTBe MOHOIMnpenapaTtoB
AHTU-UN5 HeT paHHbIX D HesicHo
MpoTrBOrpMbKoBLIE MPenapaTsl - MECTHO la (-) A(-) Het
MpoTrBOrpMbKoBbLIE NpenapaTbl - CUCTEMHO b (-) A(-) Het
AHTUNEKOTPUEHOBbIE NpenapaTbl, aHTu-IgE b (-) A(-) Het

Fokkens W, Lund V, Mullol J, Bachert C et al
Rhinology Vol.50, Suppl.23 March 2012



AHTK IgE: OMmann3ymab (Xolair)
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Omalizumab is effective in allergic and nonallergic patients with nasal polyps and asthma.
Gevaerd P!, Calus L. Van Zele T, Blomme K, De Ruyck M, Bauters W, Hellings P, Brusselle G, De Bacguer O, van Cauwenberge F, Bachert C.
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Abstract

BACKGROUND: Adult patients with nasal polyps often have comorbid asthma, adding to the serigus effect on the quality of life of these patients.
Masal polyps and asthma might represent a therspeutic challenge; inflammation in both diseases shares many festures, such as sirvay eosinophilia,
local IgE formation, and a T(H)2 cytokine profile. Omalizumab is 8 human anti-IgE mAb with proved efficacy in patients with severe allergic asthma.
Omalizumab could be a treatment option for patients with nasal polyps and asthma.

OBJECTIVE: The goal of this study was to investigate the clinical efficacy of omalizumab in patients with nasal polyps and comorbid asthma.

METHOD 5: A randomized, double-blind, placebo-controlled siudy of allergic and nonsllergic patients with nasal polyps and comorbid asthma (n = 24)
was conducted. Subjects received 4 to B (subcutsneous) doses of omalizumab (n = 18) or placebo {n = 8). The primary end point was reduction in tota
nasal endoscopic polyp scores after 16 weeks. Secondary end points included a change in sinus computed fomographic scans, nasal and asthma
syrnptoms, results of validated guestionnaires (Short-Form Health Questionnaire, 21-item Rhinosinusitis Outcome Measuring Instrument, and Asthma
Quality of Life Questionnaire), and serum/nasal secretion biomarker lewels.

RESULT5: There was a significant decrease in total nasal endoscopic polyp scores after 16 weeks in the omalizumab-treated group (-2.67, P = _001),
which was confirmed by means of compuied tomographic scanning (Lund-Mackay score). Omalizumab had a beneficial effect on ainsay symptoms
{nasal congestion, anterior rhinorrhea, loss of sense of smell, wheezing, and dyspnesa) and on gusality-of-life scores, irrespective of the presence of
allargy.

CONCLUSION: Cmalizumab demonstrated clinical efficacy in the treatment of nasal polyps with comorbid asthma, supporting the importance and

functionality of local Igk formation in the aimvays.

Copyright & 2012 American Academy of Allergy, Asthma & Immunology. Published by Mosby, Inc. All rights resernved.
Comment in
Biologics and the treatment of chronic rhinosinusitis. [J Allergy Clin Immenaol. 2013]

Reply: To PMID 23021878, [J Allergy Clin Immunol. 2013]
Should glinicians use omalizumab for the trestment of nasal polyps? [J Allergy Clin Immunaol. 2013]

OmMannsymab okasancs a@PeKTUBHbLIM B JIe4eHUN NOJINMNOB U
CONYTCTBYIOLWEN aCTMbl, UTO NOATBEPXKAAET 3HAYEeHMe NTOKaIbHOW
npoaykuuun IgE B AbIXaTenbHbIX NYyTAX
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Correspondence

Should clinicians use omalizumab for the
treatment of nasal polyps?

To the Editor:

We read with interest the article entitled “Omalizumab is
effective in allergic and nonallergic patients with nasal polyps and
asthma™ by Gevaert et al' and the accompanying editorial by
Kem.” The study provides excellent clinical and biomarker data
in a small group of patients, strongly implicating that IgE plays
arole in the pathophysiology of nasal polyps in asthmatic individ-
uals with and without positive skin test results.

Our major concem is the clinical implication that this study
provides a rationale to treat polyp patients with anti-IgE. a
concept that is promoted in Kern’s editorial. While we strongly
agree with the urgent need for additional effective treatments in

Thus, we believe that the results of Gevaert et al’s study show a
role for IgE in nasal polyp patients with asthma. However, we feel
that this study merely suggests the need for a clinical trial that
looks specifically at the clinical relevance of this therapy com-
pared with current clinical therapy. In such a tnal, patients
refractory to standard therapy would be kept on it and then
randomized to placebo or anti-IgE therapy. We worry that

clinicians will use this study to justify the use of ant-IgE therapy

in the management of nasal polyps. Unfortunately, because of the

design of the trial, its results offer no information on whether anti-

IgE is better than the arsenal ol therapies currenily available (o
(TeTm.

Robert M. Naclerio, MD
Fuad M. Barpody, MD
Jayant M. Pinto, MD

payments for lecturing from or is on the speakers’ bureaun for Teva and Sunovion. J.
M. Pinto has been supported by one or more grants from the NIH/NIA. F. M. Baroody
declares no relevant conflicts of interest.
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Pe3ynbTaThbl 3TOrO
nccnenoBaHMAa He MO3BONAKOT
KNMMHULUUCTAM FOBOPUTb O TOM,
4yTO oManm3ymab yem-To nydile,
YeM CcyllecTBylLlne MeToabl
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AHTU-IL5: Menonnsymab

Total Nasal Polyp-score
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MeauKkaMeHTO3HOoe JieyeHue noJZimno3Horo
PUHOCUHYCMUTA:

nepea onepauven, nocse onepaumvm...
BMeCTO onepauvn?

m [lepen onepauunen:
s WHIKC

m CuctemHble KC (bpoHxmnanbHaga actMma, Ha3anbHas
rMneppeakTUBHOCTL)

m [locne onepauun:
m WMHIKC (BO3MOXXHO paHHee Hayaso)
m [lnnTenbHasa Tepanna HU3KMMU A03aMUN 14-4fleHHbIX MaKponaoB
(Npn ynopHbIX peunamsax)
m JleceHcuTM3aums acnMpuHOM («acnmpmHoBas» Tpuaaa)
m [IpoTnBorpmbkoBble npenapatbl (MTPAKoHa30s) 2?7

m BMecTo onepauuu:
m NHIKC (HayanbHble popmbl MPC)
m CucrtemHble KC (paHHUM peunams)
m [lnnTenbHblie Kypcbl aHTMOMOTMKOB (MakKposinabl, AOKCULMKINH) ?
m bunopacTtBopuMble CTEHTbI

m AHTMIgE (oMmanunsymab), AHTMILS (Menonnsymab) ?
lopatin.andrey@inbox.ru



