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We believe the time is right for the major scientific and other
stakeholders — both public and private sector, in developed
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B oTnnumue ot apyrux nHdekuum (Yyma, ocna) B npuponae
Hen3BeCTHbI Crly4an eCTeCTBEHHOro BbI34OPOBNEHUSA 3a CYeT
paboTbl UMMYHHON CUCTEMBbI

CnocobHocTb BUY BcTpanBaTbCcs B reHOM 4YyernoBeka

OTtcyTtcTBUe apgekBatHon mopenu BUY-undekumnn/Cring Ha
XXUBOTHbIX

BapunabenbHocTtb BUY-1 (cy6TUnbl + peKoMOMHaHTHbIE hopMbl)

B PE3YIIbTATE TPAOANLUWNOHHBIE, MTACTEPOBCKUE



asa KnuHmndecknx ncnbitanmn lb;
PesynbTar:

@ KnuHunyeckne mncnbiTaHns Obirin oCcTaHOBMNEHbI U3-3a HBOorbLUEro KonMyecTesa
crny4yaeB 3apaxeHna BUY cpean BakUMHUPOBAHHLIX, MO CPAaBHEHUIO C
KOHTPOJSTbHOW rPynnou fogen, nonyymsLumnx nnaueodo;

@ He ObINNO 0OTMEYEeHO pasHuLbl B BUPYCHOW Harpyske y 3apasusLumxca BUY niogen,
nosly4aBLUMX BakKUUHY 1 nrauebo;

HIV incidence rate (%)
anti-Ad5 antibody titer vaccine placebo
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201 — 1000
>1000
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MHHHCTEPETBO 3APABOOXPAHEHHS H CONHANLHOro pasBuTus Poccuiickoi
®egepannn
denepanbHas cyk0a o Haxzopy B cdepe 3ApaBOOXPaHEHHS U COLUAIBHOTO
pa3BUTHSL

PA3PEIIEHUE
HA NpoBeJeHNe KIHHNIECKUX HCCIET0BAHMM

oT «13» okTs6ps 2004 r. Ne 380

Hacrosmum paspemaeTcs IPOBEACHUE KIIMHIICCKUX HCCIIeI0BaHUN

«BUYPEIIOJI»

(HaP[MCHOBaHI/Ie JIEKapCTBEHHOTO cpenc‘rBa)

npomssexenroro L1 MHcTHTYT mvMMyHOonoruu PesiepaibHOro ynpasienus Menuko-
GHONOrMIeCKHX M SKCTPeMalbHEIX IpobieM mpu M3 PO (115478, r. Mocksa,

Kammpcekoe mocce, 1oM 24, kopryc 2)
(HanMeHOBaHWe, CTpaHa | afpec MPeANpPUATHS TIPOU3BOUTES)

a3 I] e I'IJ e H M e B JleKapCTBEHHON dopme (ecmi Heo6XoxuMo) PACTBOP JUI MHBEKIUHK BO (dhIaKoHax I10

0,5 Mt

M M H 3 n p a B c O u p a 3 B M T M ﬂ (cTaHzapTHAA YIIAKOBKA, B Clyuae HEOOXOAMMOCTH — JOTIONHHTEIbHBIE CBE/ICHNS)

Ha KJIMHHYeCKo# 6a3e (6azax)
TocynapcTBEeHHBI HAYYHBIA LEHTD CONMATBHOW M CyneOHOH NCHXMATPUM HM.

P o cc M M B.I1. Cep6eckoro M3 P®, 119839, r. Mocksa, KpomoTkuHCkHi nep., 23

(HaumeHOBaHNE ¥ aipeca yIpeskIeHHi 31paBOOXPaHEHHs)

Ha rl po BeneH Me ¢ «13» okTa6psa 2004 r. mo «01» oxrabpsa 2005 .

B KonuyecTBe 15 mammeHToB, @0 1poTokony «IIpoTokosl OrpaHUYeHHBIX
KJIMHUYECKHUX UCIIBITAHUHA npenapara BUYPEIOJI

, Bakiael BUY/CITUJT nonumep-6e1KkoBoii peKoMOMHAHTHON KOHBIOTUPOBAHHON
xuakon (I daza)»
(KOJ’[H‘{GCTBO TMaureHTOB, npuﬂnma!omyrx y4acTue B KIMHMYECKHUX HCIIBITAHUAX, (1)8.38, Ha3BaHHUE MPOTOKOJIA
HCCIIEIOBAHNUS)

JlanHOE paspelieHre IeHCTBUTENIBHO B TEYEHUE BCETO CPOKA MPOBEICHHUSA KIMHMYCCKUX
HCCIIeTOBAaHUM.

PyxoBonutens DenepanbHOMEIELEQM N - ~~  P.V.Xabpues



NCIbITAHNUA
BAKLIMHDbI
BUYPEINOJ




N3yyeHne 6e30nacHOCTU N PeaKTOreHHOCTH,

a TaKXKe aHTUreHHOW aKTUBHOCTU BaKLUHbI
BUYPENON

SAA0AYHUN UCCNTEQOBAHMAL:

OueHKka 6e30nacHOCTU U PeaKTOreHHOCTU Pa3fINYHbIX 403 BaKUUHbI
“BAYPENOIT" y 3pgopoBbIXx HenHdpmunpoBaHHbIx BUY nuy

C NOMOLLbLIO KOMMJIeKCca KIMHUYECKUX U nabopaTtopHo-
MHCTPYMEHTarNbHbIX METOAO0B AJI YTOYHEHUS NPUBUBOYHOU A03blI




Bo3pacTarwume ao3bl BakUunHbl (2.5 — 50 MKr B pacyeTe Ha
aHTUreH Ha 0oay),

[MpOTOKON: 4 BHYTPUMBILLIEYHbIX MHBEKLIMK OOHOWN U3 O03
BaKLIMHbI pa3 B MECHIL.

[locne kKaxxgon BakLMHaLUUN:

MeauumMHckoe obcrnegoBaHue, nabopatopHas AnarHoCTuKa
(KIMMHNYECKUN N DUOXNMUYECKMIA aHANN3 KPOBWU, aHanms3 Mo4n).
OueHKa peakTOreHHOCTU: TMNepYyBCTBUTENBHOCTb
HeMeaneHHoro Tmna.




12

o
—

0 © <

Vou a uainiHe d







@ 3ABUCEN OT BBEAEHHOWU 0O3bl AHTUFEHA

@ MAKCUMAIbHbIA TUTP AHTUTEN OOCTUIAJCA
MOCHE 4-OM UMMYHU3ALIUU

@ AHTUTENA NPEMMYLWWECTBEHHO
OBPA30BbLIBAJIUCb HA p24 YACTb AHTUTEHA

@ HE BblJ10 MOKA3AHO NJOCTOBEPHbIX
U3MEHEHWI B OTHOLLEHUWU CD4+/CD8+
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PeakToreHHoOCTb:




FIMHABVIS PENOJIFBKITIOYMEHA BIIEPEYEHD

VCHIBIIDIBA CMIBDUASKA RTEAVIEE IR DA S KL VI

XayHapoaHouViHnnareon no Ciiiaay:
DS Vaccine Initiative, IAVI1

Gouniries
Trial No.  Title | Organizer, Manufacturer | (No. of sites) Vaccing Name Antigen (Clade)

Atrial of Sanofi Pasteur live recombinant ALVAC-HIV 0ct-03  DoD, Thailand MOPH, NIAID | Thailand {8) Prime: ALVAC vCP1521 | env(B,E); gagrpol,
| (vCP1521) priming with VaxGen gp120 B/E (AIDSVAX B/E) TAVEG, Sanofi, VaxGen Boost: AIDSVAX B/E env(B.E)
boesting

A placebo-controlied, double-blind trial 1o evaluate the Nov-05 1AVI, Targeted Genetics South Africa (3),  tgAACO9 g4ag, PR, ART (C)
safety and immunogenicity of tgAACDY, an HIV vaccine Uganda, Zambia

Russian Federation VICHREPOL with

associated virus {AAV) capsid, administered twice, at
three dosage levels and two dosing intervals

HURF-380- A clinical ialto evaluate safety and tolerabiityof — Mar06 Moscow Insttuts of

ony, gag B
131004 administaring VICHREPOL, cartying chimen racambinant Immunology, Russian poNyoxidonium adjuvant

protein comprised of C-termingl p17,fullp24,and Federation Ministry of

Immunareactive fragment of gpé1 with palyodonium Education and Science

adjuvant

EpTopesTITo
gag, pel, nef (B)

| HVTN 069 A Phase Ib trial to compare safety, tolerability, and 'Nov-06  NIAID US(6) Prime: VRC-HIVDNA-003-00-VP | gag, pol, nef(B), env
| of an veeml boost Boost. VRC-ADV-014-00-VP (AB.C; gag, pol (B),
ftera envi{A,BCl

ONA plasmid vaccine prime admlmsterad intramuscularly
to adenovirus type 5 seroposiive adults

DHO-0586 A study to evaluate the safety and immunogenicity of s 0ct-06  ADARC, IAVI us ADMVA env/gag-pol, nef-tat (C)
single dose of MVA expressing HIV-1 clade C enw/gag-pol
anﬂ nef- rarfusum genes [ADMVA}, aﬂmmaslered

y received
three doses of a clmie c DNAvaccme (AIJVAX)

HPTNOZT A study to evaluate the sn’ﬁz!vand immunogenicity of ALVAC-  0ct-08 NIAID, Sanofi Uganda ALVAC-HIV vCP1521 env(BE)

| HIV vCP1521 in infants born to HIV-1 infected women

C86P1 An open label, parallel trial to evaluate safety and Sep-06 | SGUL, Richmond Uk Prime: HIV gp140 with LTKE3 | env(B)

of three nasal i of a fixed- Pharmacology, Boost: HIV gp140 with MF53
dose level of HIV gp140 V2 loap deleted protein adjuvanted Novartis Vaccines
with LTKE3, followed by intramuscular boosting with HIV
gp140 V2 loop deleted protein adjuvanted with MF59

VRCO11 A clinical trial of intramuscular, subcutaneous, and ‘May-06 NIAID us Prime: VRC-HIVDNA-016-00-VP | gag, poi, nef(B), env

(06-1-0149) of an HIV-1 DNA Boost: VRC-ADV-014-00-VP  (A.B,C): gag, po (B),
vaccine, VRC-HIVDNA-016-00-VP, and an HIV-1 mutticlade enviA,B,C}
adenoviral vector vaccine, VRC-ADV-014-00-VP

HVRF-380- A clinical trial to evaluate snfﬁv and tolerability of Mar-06 Moscow Institute of Russian Federation VICHREPOL with env, gag (B)

131004 administering VICHREPOL, carrying chimeric recombinant Immunology, Russian polyoxidonium adjuvant
protein comprised of C-terminal p17, full p24, and Federation Ministry of
immunoreactive fragment of gp41 with i ion and Science
adjuvant

HVTNO85 A clinical trial to evaluate the safety and immunogenicity Mar-06 NIAID, Geovax US (5) Prime: HIVB DNA pGA2/JST#2 | gag, pro, RT, env, tat,

' of pGA2/JS7#2 DNA vaccine and recombinant MVA-HIV 62 Boost: MVA-HIV 62 rev, vpu(B), gag, pol,
vaccine . ) anv(B)

HVTN 068 A clinical trial to evaluate immune response kinetics and ~ Mar-06 NIAID Us (5} Prime: VRC-ADV-014-00-VP | gag, pol(B), env{AB,C)
safety of two different primes, adenoviral vector vaccine or VRC-HIVDNA-008-00-VP | or gag, pal, nef(B), env
(VRC-ADV-014-00-VP) and DNA vaccine (VRC-HIVDNA- Boost: VRC-ADV-D14-00-VP | (A B,C}; gag, pol (B),
009-00-VP), each followed by an adenoviral vector boost el
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lipypoaHsInigp41 =ar10 TpyuMep: NpyNpoHNKHOBEHN
BUPYCaA BIKJIETKY GH IPVMHNMaET (OpPpMy CyliepCivpanmn:
MBI XOTNM CO3AATH TAKYIO Cynepcnvpanb

DMAN ! AN

NPOTEKTUBHbIX aHTUIreHoB B4
M reTeposiormyHoro AoOMeHa TpuMepusaLmm -
T.H. U3onenumHoBoro zipper GCN4
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aCCoOLMUPOBaHHbIA C AOMEHOM

GCN4 snuTton gp41 Kpucrannunueckas
CTPYKTYPa
TPUMEPUSYETCA cynepcnupanu GCN4

(Bup ceepxy)

emrAlRereralsNaie 1994






