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Indications Addressed by Gene Therapy Clinical Trials @

WILEY

Cancer diseases 64.7% (n=1155)
Monogenic diseases 8.5% (n=151)
Cardiovascular diseases 8.4% (n=150)
Infectious diseases 8% (n=142)

Neurological diseases 2% (n=36)
Ocular diseases 1.5% (n=26)
Inlammatory diseases 0.7% (n=13)
Other diseases 1.2% (n=21)

Gene marking 2.8% (n=50)
Healthy volunteers 2.4% (n=42)

The Journal of Gene Medicine, © 2012 John Wiley and Sons Lid www. wiley.co.uk/genmed/clinical



Phases of Gene Therapy Clinical Trials @

WILEY

Phase | 60.2% (n=1076)
Phase I/1l 18.6% (n=333)
Phase Il 16.5% (n=294)
Phase I1/1ll 0.9% (n=16)
Phase Ill 3.5% (n=63)
Phase IV 0.1% (n=2)
Single subject 0.1% (n=2)

The Journal of Gene Medicine, © 2012 John Wiley and Sons Lid www. wiley.co.uk/genmed/clinical



Vectors Used in Gene Therapy Clinical Trials @

WILEY

Adenovirus 23.3% (n=424)
Retrovirus 20% (n=365)
Naked/Plasmid DNA 18.5% (n=337)
Vaccinia virus 8% (n=1446)
Lipofection 6% (n=110)

Poxvirus 5.2% (n=95)
Adeno-associated virus 4.7% (n=86)
Herpes simplex virus 3.2% (n=58)
Lentivirus 2.6% (n=48)

Other categories 5% (n=91)
Unknown 3.4% (n=62)

The Journal of Gene Medicine, © 2012 John Wiley and Sons Lid www.wiley.co.uk/genmed/clinical
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NV1FGF on amputatic

randomised placebo-controlled trial ¢
—— T s gene therapy in critical limb ischaemia.
Lancet4;377(9781):1929-37
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Shigematsu H., Yasuda K., lwai T. et al.
Randomized, double-blind, placebo-controlled clinical trial of hepatocyte growth factor
plasmid for critical limb ischemia. Gene Ther.;17(9):1152-61
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eH VEGF, npu aKkcnpeccun KoToporo
cuHTesnpyetca usodcgopma VEGF, cocTtogawasn
n3 165 amMHOKMC NOT;
-CUrHana cnnavcuHra, cUrHana
nonuageHUNUpoBaHUA U TepMUHaTopa
TpaHcKpunuun SV40;
-BCcnoMmoraTenbHele obnacTtu, Heobxogumele
ana agpekTeHOro BUocuHTE3a NNasMMaHoOn
OHK B kneTkax wramma-npogyueHta E. coli.

g | | smeacumn B
5 Tlepesesth RCtiice Th, RXOISIHH A COCTAR ACKAPCTISHAOND MPSTAPATE, ¢ YKANHEM

Benouoraterhmise BEulocTha:
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TepaneBThYecKkon SHEKTUBHOCTY | PEXMMA JO3MPOBAHMUS
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aHrMoreHes, ynquaer KpoBooDpalleHne AucTanbHbIX ornenoa
KoHeuyHocTu y nauyueHToB ¢ XMHK (lla-Ill ctagum no A B. lNokpoBckomy—
QOHTENHY).



[lpocToe paHaOMU3UPOBAHHOE
KOHTpONnMpyemoe
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Me oy cKiit
VHUBEPCUTET

pocnaBckag
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MenwmiHcKkas
aKameMms

Poccuiickuit Hay9HbI
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U BKITKOYEHUA:

-Hanu4mne HeonepabenbLHOro ANUCTanbLHOro
nopaxeHus N1 aHaTtoMo-gPyHKLMOHanbHas
HeOQOCTaTOMHOCTbL KomnnareparnbHbIX NyTeun
KpOBOTOKaA.



Kputepuii 0ezomacHOCTH:
4VICTIO HeXKelaTe/TbHBIX T
Cepbe3HbIX HeXXelaTeTbHBIX ittt
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gBIIeHTII ACC/AHA GUIDELINES

ACC/AHA Guidelines for the Management of
Patients With Peripheral Arterial Disease (Lower

KPHTEP“ﬁ BQJq)eKTHBHUCTH: Extremity, Renal, Mesenteric, and Abdominal Aortic)
RECOMMENDATIONS Class
The resting ABI should be used to establish the lower extremity PAD diagnosis (Levelof Class |
Evidence: C)
Continuous-wave Doppler ultrasound blood flow measurements are useful to provide an Class |

accurate assessment of lower extremity PAD location and severity, to follow lower extremity
PAD progression, and to provide quantitative follow-up after revascularization procedures.
(Level of Evidence: B)

Treadmill Exercise Testing With and Without ABl Assessments and 6-Minute Walk Test Class |

Magnetic resonance angiography of the extremities is useful to diagnose anatomic Class |
location and degree of stenosis of PAD. (Level of Evidence: A)

TCpO2 Class lla
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3aHO, npenapa"r neuoucrpupyer CpaBHUMYIO
(qnul-laltoaylo) KIMUHUYECKYI0 9(PPEKTUBHOCTb HE3ABUCUMO OT
onpoboBaHHbIX PEXUMOB [O3NPOBaAHUA.

ILT. Ill6aasb, P.E. Kaauru u dp. besonacrocme u kpamkocpouran sgpgpexmubHocms
2EHOMEPANEBMULECKO20 Npenapama y nayueHmosd ¢ XpoHuueckonl uueMuell HUKHUX
KoHeuHocmel. Kapduoaoeua u cepoeuro-cocyducman xupypeua, 2011, Tom 4, Ne4, 61-66.
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P uanyeckKni KOMMOHEHT

anopoBees (PH) KOHTPOMNEHaA 3677184 37.02296 36,43546 -0.34 | P=0,000
KNUHUYECKaA 3508714 | 3922672 39,93179 484

Mcuxonorndyeckni

KOMMNOHEHT 300poBeA (MH) | KoHTponsHaA 44 47149 | 45 38986 46 8614 239 | P=0_241
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Ulsaneb ., KanunuK PE. u dp. NerHas chapmakomepanus HeonepabernbHbix NayUueHmos ¢ XpoHUYeckol

uwemMuel HUXxHUX KoHeyHocmel. Pocculckull Meduko-buonozudeckull secmHuk uM. akademuka [Tasnosa.
2011, Ne4, 28-37.

M. Weaneb, A.B. Maspunerko, PE. KanuruH u 8p. 3chchekmusHocme u besonacHocmb NpUMeHeHUs
npenapama « HeosackynzeH» & KOMNIEKCHOU mepanuu NayuerImos ¢ XPoHUYecKol uweMuel HUXHUX

KoHeyHocmel (26-3 chasa knuHuYeckux ucneimanull). KnemodHasa mpaHCniaHmonoaus U mKkaHesas UHXKeHepus,
2011, Tom 6, Ne 3, 76-83.
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YpOEHW NOpax eHWA, TREOM UM, UeENeBaA rpynna

YPOEHU NOpax eHWA, TREOM UM, KOHTPONL
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ApMfMA 25/5 1*10 0/0 20
PHLX 15/5 0/0 0/0 210
Bcero 75125 1/0 1M 4/0

(1,3%/0) (1,3%/1,3) (5, 2%/0)




Uto bynet 4vepes 1 roa?
[TaumeHTbl 1-2a asbl

18; 41%

24, 54%

[Mpn BKNKOYEHUMN B
nccnegosaHue 90 cyT. 1 roq

CuHuMIA — lla cT,, KpacHbI — |1D cT., XenTblid — lll, YepHbIA — amnyTauum
Pesynbmamei npuMeHeHUs eeHmepanesmuyeckozao npenapama <<HEOBACKYJITEH>> y

rnayueHmos ¢ XpoHUYeCcKoU uwemuel HUXHUX KoHeYHocmedl: 1 200 HabnodeHul. BecmHuk
HauyuoHanbHo20 MeduKo-xupypaudeckozo ueHmpa um. H.U. MNupoezosa, 2011, Tom 6, Ne4, 44-49.
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AbconwTHO 35/15 2/1 2/3

% 100 7,1/7,6 10,7/15,4
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Y7o GyneT Yepes 2ropa? )71 . W ET LA
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wenogeele  uepeadmec.  vepeabmec,  wepeslrog  wepeslrega wexogeele  uepe3dmec.  vspeafmec.  wepeslrog  wepealroga
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UepBaxob FO.B., Cmapobepob 1. H. u dp. TEPAIIEBTUYECKIUI AHTMOTEHE3 BJIEYEHWUIM BOJIPHBIXC
XPOHHYECKVIMU OBJIMTEPUPYIOLIMMM 3ABOJIEBAHVAMI APTEPUIM HICKHW X KOHEYHOCTEN.
BITMPKAWIINE M OTHAJIEHHBIE PE3VJIbTATBI Axzuotozua u cocyducmad XupypeuA. Peyex3upobarue.
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-yneH-kopp. PAMH A.B. lNaBpuneHko
-[.A. BopoHoB

WHCTUTYT CTBONOBLIX KNETOK YernoBeka
-[Mpodp. C.J1. Kucenes, -A.A. VicaeB
-N.B. YepHbix, -A.B. lNpuxogbko
-A.b. I'paueBa, -1.A. bo3o, -P.B. [leeB



