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B Ykpaini: gitu 3 giarnozom BIJI/CHI/l va 01.01.2019 - 3251

Ukraine (2019)
250,000 people living with HIV

1% adult HIV prevalence (ages 15-49)

.::::::::::::::‘ oe 13 3 OO0 newHIVinfections
5,900 AIDS-related deaths

54% adults on antiretroviral treatment®

:"9 5% children on antiretroviral treatment*

*All adults/children living with HIV

Source: UNAIDS Data 2020

JliTH, sKi nepebyBaroTh Ha 06J1iky B 303 Ha 01.07.2020 - 4 395



Kosu nouyrHaTu JiikyBanHs? ( DHHS, WHO
guidelines )

YuMm noynHatu JikyBaHHa? ( DHHS, WHO
guidelines )

3aMiHa cXeMH IIpU HeePeKTUBHOCTI Ta
ONTUMI3Allld peXXUMIB

B3aemojid 3 npenapataMu
HoBi1 gociigxeHHd



KOJZIU NOYUHATU APT?



PaHHIM noyaToK APT

» SHUMKYE NeTasbHICTb
» MNoKpalllye HEpBOBMM PO3BUTOK
» 3MEeHbLLUYE pPO3Mip BipyCHOro pesepsyapy

» [ToTOYHa penaikauis Bipycy Moxe 6yTH
NoB'A3aHa i3 CTIMKMM 3anajieHHsM Ta
PDO3BUTKOM CEPLUEBO-CYANUHUX, HUPKOBMX
Ta NEeYiHKOBMX 3aXBOPIOBaHHb Ta
3/10AKICHMUX HOBOYTBOPEHHb



Optimal timing of antiretroviral treatment initiation in HIV-positive children and
adolescents: a multiregional analysis from Southern Africa, West Africa and Europe

(Schomaker et al)
leDEA West and Southern Africa regional collaborations and COHERE in EuroCoord

N =20 000 nmite#i y Biti Big 1 poky 1o 16 pokiB 3 19 koropt B €Bpori, [liBgenHiit Adgpui ta
3axigHiii Adpuii

Heraiine APT acoritoeTbcs 3 HIXKUOI0 CMEPTHICTIO Ta KPaIlllUM MTOKa3HUKaMH (DI3UIHOTO
PO3BUTKY y aiTel BikoMm 10 10 pokiB mopiBHSHO 3 APT, sike OyJsi0 BiAKIAAE€HO 0 TUX Mip, TTOKH
KUTbKIiCTh KMiTHH CD4 T-mmdouutis (CD4) He 3MeHmmThes 10 <350 kimiTtuH / MM3

Mortality and Growth Resuits for Children Aged 1-5
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Mortality and Growth Results for Children Aged 5-10
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Mortality and Growth Resulits for Children Aged 10-16
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DHHS ( oHoBneHHA 14 kBiTHA 2020)

AnTHpeTpoBipycHy Tepanito (APT) cii po3anodrHaTH y BC1X HEMOBJIAT Ta AITEH
3 BlJI-iadexkiriero (Al gns aiteit Bikom 10 3 MicamiB, Al * aas ctapmux aiTei).
IIIBuake BeenaeHHs APT (Bu3HauaeThes sk BBeaeHHs APT HeraitHo abo
IPOTATOM ACKIJIbKOX JHIB ITiCJIS BCTAHOBIJICHHS J1arHO3Y), CYIIPOBOIKYEThCS
KOHCYJIbTYBaHHSM I10 MIPUXUIBHOCTI

Axmo aqutuni 3 BIJI He npusznaunnu APT, MeauuHi npaliiBHUKY ITIOBUHHI
pPETENIbHO CTEXKUTH 3a BIPYCOJIOTTYHUM, IMyHOJIOTTYHUM Ta KJIIHIYHUM CTaTyCOM
npruHaliMH1 KoxkHI1 3-4 micsi (AIID).

Bunstku ayis HeraiHoro npusHadeHHus APT:

Tyb6epkybo3

KpuUnToKOKKOBHI1 MEHIHTIT

OOMexeHe MPU3HAYCHHS JIIKYBaHHS HEMOBJISIT Y Billl < 2 THXHIB ( OOMEXEH]
nanHi 11K Ta BignoBignue nozyBanns APT npenapariB)
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3 4YOro NOYNHATU APT Y AITEWU?



Table 1. Preferred and alternative first-line ART regimens

Population Preferred first-line regimen ' Alternative first-line Special circumstances
regimen

Adults and adolescents  TDF + 3TC (or FTC) + DTG®  TDF + 3TC + EFV 400 mg®  TDF + 3TC (or FTC) + EFV 600 mg®
AZT +3TC + EFV 600 mg®
TDF + 3TC (or FTC) + Pl/r®
TDF + 3TC (or FTC) + RAL
TAF + 3TC (or FTC) + DTG
ABC + 3TC + DTG

Children ABC +3TC + DTG ABC + 3TC + LPVIr ABC + 3TC + EFV (or NVP)
ABC + 3TC + RAL® AZT + 3TC + EFV? (or NVP)
TAF + 3TC (or FTC) + DTG AZT + 3TC + LPV/r (or RAL)

Neonates AZT + 3TC + RAL" AZLT + 3TC + NVP AZT + 3TC + LPV/Y!




D H H S ( meperisin 14 xBiTHA 2020)

Patient Age and Weight Class

Birth to <14 Children Aged Children Aged Children Aged Adolescents
Days of Age®?c | 2>14 Days to <3 23 Years and 23 Years and Aged 212 Years
Years Weighing <25 kg | Weighing 225 kg | and Weighing
225 kg
Two NRTIs plus RAL®
Two NRTIs plus
INSTI-Based BICd
Regimens
Two NRTIs plus DTG
Two NRTIs plus EVG/COBI’
':':E:;’ Two NRTIs plus
» NVPag
Regimens
Two NRTIs plus
LPV/rb
Pl-Based Two NRTIs plus
Regimens ATV/r
Two NRTIs plus

DRV/r"




From HIV to PID to paediatric medicine
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ODYSSEY (Penta 20) trial plays an important role in the
FDA approval of dolutegravir for children - a big step
towards timely access to optimal ART for children

ODYSSEY (PENTA 20)

A randomised trial of dolutegravir (DGT)-based antiretroviral therapy vs. standard of care

(50C) in children with HIV infection starting first-line er switching to second-line ART

ODYSSEY is a mult-centre, randomised clinical trial to assess the efficacy and toxicity of dolutegravir
plus 2 NRTI versus standard of care among HIV positive children and adolescents. Penta is the

sponscr of this study, with 700 patients to be enrclled in 30 sites in Europe, Africa and Asia.

ODYSSEY includes a pharmacokinetics substudy in children 2 to & years of age. On June 2020, the
preliminary results of this study led to approval by the U.5. Food and Drug Administration (FDA) of
the use of the dolutegravir adult film-coated tablet in children weighing more than 20kgs as well as
the use of new ViiV Healthcare dolutegravir tablets for oral suspension in patients aged at least four

weeks and weighing at least 3kg.

The FDA regulatory approval is a cornerstone on which further work can be built towards timely

access to optimal antiretroviral therapies (ART) for children living with HIV around the world.

ODYSSEY/PENTA 20

Jolutegravir for children living with HIW
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ODYSSEY
Once daily DOLUTEGRAVIR in young
people vs standard therapy

>[lopiBHATHU e(PEKTUBHICTH Ta
TOKCUYHICTb DTG vs cTaHZapTHUM
pPEXHUMOM JIIKYBaHHA

>3HaWTHU CIIPOIIEH] Ta IPaKTUYHI
Jllalla30HU 103YBAaHHA, BUKOPUCTOBYIOYU
MiHIMaJIbHY KIJIBKICTh GOPM IIpelapariB



\'S. ODYSSEY

<18 years old,

Starting 1% line orswitching to 2" line
ﬂzs 700

\

A: First-line ART B: Second-line ART

/ \ /7-@9\

Randomisation 1:1 Randomisation 1:1
Stratified by Stratified by
3 agent in SOC, NRTI, 3rd agent in SOC, NRTI,
availability of resistance testing availability of resistance testing

DTG ARM SOC ARM DTG ARM SOC ARM

155 patients 155 patients 195 patients 195 patients

! ! l !

Follow up: until last patient reaches 96 weeks. Endpoint: virological and clinical failure

Under protocol v4.0 we opened the trial for children 228 days and 3 to <14kg
N 260 children with follow-up to 96 weeks




L ODYSSEY PK niaaocniaxKeHHs

WB-PK1

dapmakokiHeTuka DTG y giTed y BaroBux fiana3doHax 3-<25 Kr (3a
BOO3)

3-<14 kr: po3uyuHHa ¢popMma DTG
14-<25kr (partI): DTG TabJieTKU BKPUTI 000JI0HKOI0

14-<25kr (partIl): DTG po3yuHHa ¢popMa Ta TabJIeTKU BKPUTI 000JIOHKOIO
(i306UJIbIIEHHS J03U)

WB-PK2

[ligmocaimxeHHsa nepexpecHoi papmakokiHeTuku DTG y fiTer 3 Baroro
25-<40 Kr 3 f03aMu 3MiHeHHMMH 210 50 Mr (TabJieTKU BKPUTi 000JIOHKOIO)

TB-PK

dapmakokiHeTrnka DTG Ta pudamniuuny y aiteu 3 ko-iHdpekuiero BIJI/Th
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" CxBaneHHA FDA - 12 yepBHsa 2020:

* mono BukopuctanHs DTG -5 mr,TabneTok, 1o JucnepryoThesd, y aitel 3- <20 kr
ta 50 Mr TabJIeTOK, BKPUTHUX ILTIBKOBOKO 00OJIOHKOMO, y AiTel > 20 Kr

e Ha 6a3i 2 gocaikeHb aiTen Big 4 THKHIB 0 18 pOKiB;
« [IMPAACT P1093 (NCT03016533) -MyJIbTHIICHTPOBE JTOCTIIKESHHS OC3ITCKH,
nepeHocumocTi Ta BuzHaueHHs 103 DTG (N=75, 4 trxni-18 pokis, HIV-1)

« ODYSSEY [PENTA20] (NCT02259127), - panmomMi3oBaHe, MyJIbTHIICHTPOBE
KOHTPOJIbHE JOCTIKEeHHS ePeKTUBHOCTI B 1-i Ta 2-i miHii Tepamii (N=700)

Penta
Poodlseed HOME  ABOUTUS  OURACTIVITIES ~ NEWS&EVENTS  PUBLICATIONS

ODYSSEY (Penta 20) trial plays an important role in the
FDA approval of dolutegravir for children - a big step
towards timely access to optimal ART for children



https://clinicaltrials.gov/ct2/show/NCT03016533
https://clinicaltrials.gov/ct2/show/NCT02259127?term=PENTA20&draw=2&rank=1
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Cm Pesynbtath pocnigxeHHa Odyssey B OCHOBI
3aTBeparkeHHA FDA sukopuctanHa DTG y agiten

“’Wm

Tivicay PD y Burisai aucreproBaHoi TabJETKU JJIs1 IEPOPATIbHOT CyCIEeH311 5 Mr

Tivicay TabneTku BKkputi 00010HKO0 10 Mr, 25 Mr Ta 50 mr
TabneTku, BKpUTI 000JOHKOK Ta JUCHEProBaHl TaOJIETKH IS IepOPaIbHOI CyCIIeH31]

HE € B3a€EMO3aMIHHUMHU T10 MUIIrpaMax 4epe3 pi3Hi (hapMakoKiHeTU4YHI nmpodimi
— Po34uHHI TabseTKU:

Recommended Dose”
TIVICAY PD

Tablets for Oral Suspension

5 mg once daily

15 mg once daily

20 mg once daily

25 mg once daily

30 mg once daily

Pediatric Population
Body Weight
3 kg to less than 6 kg
6 kg to less than 10 kg
10 kg to less than 14 kg
14 kg to less than 20 kg

20 kg and greater
* If certain UGTIA or CYP3A inducers are coadministered. then adjust the

weight-based dose of TIVICAY to twice daily. (2.4.2.5.7.2. 7.3)

TabsieTKH BKpUTiI 060JIOHKOIO: =
* Bing 14 kr go 20 kr: 40 mg oauH pa3 Ha 06y (10mg x4 TivicoyPD
« 20 kr Ta 6isbie: 50 mg oAuH pa3 Ha JeHb(50mg x1). | (dolutegravn TabltsforOrlSuspensn
iy ¢ not interchangeable.

Tivi

il

y Lwoz -255-3

¥ 60 tablets



PekomeHaauil MiXXHAapPOAHUX KEPIBHULTB Ta
Halla byaeHHICTb

* Hacrynni npenapatu Ta ix KOMOIHAIlI] € pEKOMEHIOBAHUMHU Y KOMOIHAITIT 3
nsoma NRTI nmikapcbkumu 3aco0amu:

o JlrrrrBIROM <14~ mHIBT HeBIparma (NVP)—

e JliTn BikoM <14 gHIB Ta Barorw >2 Kr:

e JliTn BikoM >14 qHIB 10 <3 POKIB: I 'abo

e JIiTH BIKOM >3 pOKIB Ta Barow <25 Kr:

* Panrerpanip?

* arazanaBip/putoHaBip (ATV/r)?,

* napynasip/putonanip (DRV/r) 2 p/n?

* nonyrerpasip (DTG) ?(itu 3 Baroro<20 Kr)

» Jlitu 3 Baroro >20 kg:
e o Jlitu 3 Barorw >25 kg: ensiterparip/kooinuctat (EVG/c), Oikrerpanip




Raltegravir

« IMPAACT P1066: RAL € ebexTuBHUM y A1TECH
Ta NIJITKIB, SIK1 OyJIHd ITONEPEIHBO JIIKOBaHI

* €auHul Dpenapar 403BOJCHUH Y Bill 10 14
JTHIB

* HemMae npoTHIiokasiB y BariTHUX



Raltegravir

TabneTku xxyBasibHi 110 25 Mr;100 mr

Bara Ti1a Jlo3a KinekicTs TabmeToK
(KT) KYBaJIbHHX
Big 11 1o 14 75 MTI JIBI4i Ha JeHb 3 Tabi. mo 25 Mr IBiul Ha JIeHb
Big 14 g0 20 100 Mr B4l Ha JeHb 1 Tadn. mo 100 Mr 21BIY1 HA JIeHb
Big 20 10 28 150 Mr aBiYl HA JeHb 1.5 Ta0mn. mo 100 mr' ABivi HA JeHb
Big 28 10 40 200 MT IBIYi HA JIEHE 2 Tadn. mo 100 MT ZIBiYl HA JeHL
40 1 OLTBIIIE 300 MT IBIYi HA JIeHb 3 Ta0n. mo 100 MT IBIYI HA JeHb




Raltegravir

9th International Workshop on HIV Pediatrics 21 — 22 July
2017, Paris, France. Abstract 37, page 39.
Crushing of Raltegravir (RAL) chewable tablets for
administration in infants and young children, Teppler et al,
Reviews in Antiviral Therapy & Infectious Diseases 2017 4
KyBasibH1 TaOJIETKM MOXHA 3MIIIATH 3 PIAUHOIO, ITOJIPIOHUTH
JI0KKOIO, 3MIIIATH Ta PO3YMHUTH y BO1, COIIl IS AITEH y
BIIMOBITHOCTI JI0 BaroBux kopuaopis (3a BOO3) 6mg/kg,
TepalleBTUYHHI e(PeKT B m1a3Mi 3aiaummaerbes (In vitro!)



* 3amiHa cxemun Npn HeePeKTUBHOCTI
Ta ONTUMI3aLIa peXmumis!



ODYSSEY PK results informed
WHO 2019 guidelines

Table 2. Preferred and alternative second-line ART regimens

UPDATE OF . b . , . . . ,
RECOMMENDATIONS ON Population  Failing first-line regimen  Preferred second-line regimen | Alternative second-line regimens
FIRST- AND SECOND-LINE
ANTIRETROVIRAL REGIMENS TDF* +3C (or FTC) + DTGE ~ AZT+ 3TC+ ATVIr (or LPVIr)  AZT + 3TC+ DRV/Y

HIV TREATMENT v Adults and (TODrFN;;)T ClorFIQ) + RV AZT +31C + DTG AZT + 3TC + ATVIr {or LPVIr or DRV

adolescents?

TDF 4+ 3TC (or FTC) + ATVIr
(or LPV/r or DRV/r)?

AZT +3TC+ EFV (or NVP) - TDF*+ 3TC {or FTC) + DTG
ABC + 3TC + DIG® AZT+ 3TC+ LPVIr (or ATVI)  AZT+3TC+ DRV
Children ABC (or AZT) + 31C+ LPVIr  AZT (or ABC) + 31C + DTG® AZT (or ABC) + 3TC + RAL

andinfents — yoe o T4 TCHERV AZT(rABC)+1CADIGE AT (or ABC) + 3TC + PVIF for ATV

¢7D%N World Health
gj"!,_ﬁ‘/ Organization

AZT +31C + NVP ABC +3TC + DTG ABC + 3TC + LPVIr {or ATVIr' or DRVIFY)




TGV T. UViIIoTuE] Giiviie TV M dilalivil v Vpiinnndl °iant tegiitiviie 1Vl villlul il fTiiv vl

considered stable on ART based on national guidelines

. . Optimal regimen . .

AZT + 3TC + NVP
AZT + 3TC + EFV
ABC + 3TC + NVP

ABC + 3TC + EFV

ABC + 3TC + LPVIr
AZT + 3TC + LPV/r

<20 kg

20-30kg

> 30 kg

<20 kg

20-30 kg

> 30 kg

<20 kg

20-30kg

> 30kg

ABC + 3TC + LPV/r

ABC + 3TC + DTG

TDF + 3TC + DTG

No change until they reach
20 kg unless treatment
failure occurs

ABC + 3TC + DTG
TDF + 3TC + DTG
No change until they reach

20 kg unless treatment
failure occurs

ABC + 3TC + DTG

TDF + 3TC + DTG

If stable, children can be transitioned
to DTG when they reach 20 kg

If stable, children can be transitioned to
TDF + 3TC + DTG when they reach 30 kg

Transition to optimal regimens for these
children is of value once they reach

20 kg and DTG can be used maintaining
once-daily administration

If stable, children can be transitioned to
TDF + 3TC + DTG when they reach 30 kg

Ensure the use of tablets as soon

as possible to reduce pill burden.
Transition from AZT + 3TC + LPV/r
to ABC + 3TC + LPV/r can also be
considered to reduce the pill burden
and preserve the antiviral advantage
of NRTI's sequencing

If stable, children can be transitioned to
TDF + 3TC + DTG when they reach 30 kg




[louinbHICTb ONTUMI3aL]

* [liTN, AKM OTPIMYIOTb €PEKTUBHI CXEMU Ta
nobpe nepeHocATb NOTOUYHI pexXkumn APT-
Tepanil MOXYTb NPOA0BKYBATH
BUKOPUCTOBYBATI L peXnmun B noga/ibLLomy,
HaBIiTb, AKLLO KOMbiIHaLT NnpenapaTiB B}Ke He €
nepeBaXXHMMU CXeMaMMu.



* BBAEMOAIA 3 IHWWMU MNMPENMAPATAMM



DTG DDI (drug—drug interactions)

Pn3nKkun B3aemoAil 3 iHWMMK npenapaTtamm HU3bKI

DTG He mOXXHa BUKOPUCTOBYBATU 3 AeAKUMMU
NPOTUCYAOMHUMM Npenapatamu(deHToiH Ta
deHobapbitan)

HEe MPM3HAYaTH 3 KaTiOH-BMiICHUMM aHTaUMaaMM (3
Ka/IbUMEM Ta MarHesi€un), NPOHOCHUMM Ta
MYZIbTUBITaMIHHUMM A06aBKaMun. AKLLO HE MOXHa
YHUKHYTU Npu3HavyeHHA - DTG mae npmnsHavaTUCh 2
roanHun nepen abo yepes 6 rognH nicas npumnomy
npenapaTiB 3 N0/1iIBa/IEHTHUMM KaTiOHaMM

EACS European AIDS Clinical Society
PekomeHgaunm EACS 10.0



Study/Regimen Status Regimen Population(s) Funder(s)

CO-TREATMENT WITH ARVs
PK and safety of HIV-positive
IMPAACT P1106 Enrolling; results rifampin and isoniazid or HIV-negative NIAID. NICHD
NCT02383849 expected 2023 with nevirapine or low-birth-weight/ :
o - lopinavir/ritonavir premature infants

Low-birth-weight, HIV-exposed infants given nevirapine dosed at 2 mg/kg daily for 14 days followed by 4 mg/kg daily safely
achieved drug concentrations above the prophylaxis target. Isoniazid PK data were also collected and will be presented in 2019.5*

Low- and normal-birth-weight newborns <3 months old living with HIV given 300/75 mg/m2 lopinavir/ritonavir twice daily safely
achieved drug concentrations similar to those seen in adults. The FDA label for lopinavir/ritonavir only recommends use when >2
weeks postnatal age (time since birth) and >42 weeks post-conceptional age (gestational age plus time since birth). These data
suggest that lopinavir/ritonavir can be safely and effectively used in newborns below these thresholds.>?

Enrolling; interim results PK and safety of ARV-naive, HIV-positive
IMPAACT P1101 presented (see below); raltegravir with infants, children and
; : t NIAID, NICHD
NCT01751568 final results expected rifampin-containing adolescents 4 weeks-
2020 TB treatment 12 years old with TB

A 12 mg/kg dose of raltegravir given twice daily safely achieved PK targets among HIV-positive children 2 to <6 years old and
6 to <12 years old on rifampin-based TB treatment. Cohort 3, which will evaluate this dosing approach in children 4 weeks to
<2 years old is enrolling.?3>*

HIV-positive children
and adolescents

ODYSSEY Enrollment complete; Efficacy and safety of 6-18 yearsold starting 5\ 1A
N M 202'0 dolutegravir-based ART first-line or switching S
NCT02259127 el P vs. standard of care to second-line ART, o

including children
co-infected with TB

Similar and appropriate dolutegravir PK profiles can be achieved in children weighing 20 to <25 kg using 50 mg film-coated tab-
lets (the formulation given to adults) or 30 mg dispersible tablets.**



5 C RO I PK DTG BID+RIF
i Conference on Retroviruses
and Opportunistic Infections

in children

6- -=- DTG 25mg QD 6- -+ DTG 50mg QD
DTG 25mg BID + RIF DTG 50mg BID + RIF
J J
E E4
3] 3]
c c
3 ;
© o 21
= =
(] (]
> 5
LD cl 1 I L) L) ] L} o c 1 I L) L) ] L}
0 4 8 12 16 20 24 0 4 8 12 16 20 24
Time after dose (hours) Time after dose (hours)
Parameter DTG 25mg BID +DTG 50mg BID +
Rif (n=5) Rif (n=7) DTG 50mg QD! (N=16)
Ctmugh (mg/L) GM (CV%) 0.90 (16) E& 1.11 (99) [@ 0.83 (26)
AUC,_,,, (h*mg/L) GM (CV%) 534 (21) 05 60.3 (63)0(5 43.4 (20)
C,... (mg/L) GM (CV%)  3.62(24) 05 450 (47)005 3.3 (16)

Twice daily DTG dosing was safe and sufficient to overcome RIF enzyme-inducing
effect in children with HIV/TB co-infection aged 6-<18 years

1. Min et al. AIDS. 2011:25(14):1737-45 Hylke Waalewijn et al. CROI 2020



IMPAACT P1101

dapmakoKiHeTMKa Ta be3neKka pexxnmy, Wo MiCTUTb panTterpasip, y Bl/1-iHdikoBaHux gitei
BiKOM 2-12 poKiB Ha pndamniunH —BMiCHOMY peXMMi NikyBaHHA TybepKy/1bo3y
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Pharmacokinetic profiles of raltegravir in children receiving RAL concurrently
with RIF based therapy for tuberculosis. Left Panel: data for children in Cohort 1
(2 to <6 years of age, n=12). Right Panel: Cohort 2 (6 to <12 years of age, n=14).
The solid line is median for the group and dashed lines are 10t and

90t percentiles.

:;\;rnr:\:;):;gc::lzts :Ir)\d safety of a raltegravir-containing regimen in HIV-infected children aged 2-12 years on r|famwﬁsré'f%{gtf\%slilg;s??)&‘”: 9197-2203.



Baanmopencreme APT c KOHTpauenTMBamm u
npenapaTamm ropMmoHO3aMeCcTUTENIbHOU Tepanum

Drug-drug Interactions between Contraceptives and ARVs

ATV/c ATV/r DRVic| DRVIr LPVir

EFV ETV NVP RPV MVC BIC DTG EVG/c RAL ABC FTC 3TC TAF TDF

I
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EACS European AIDS Clinical Society
EACS Guidelines 9.1



BucHosku 1

» IHr1061TOpH 1HTETpA3:
» 3pyuHi pexxumu ( ogHOKpaTHU npuitom DTG)
» JloOpa nepeHOCUMICTh Ta MIHIMaJIBHI TOOOYHI1 i

» Jlo3BoJsieHO 3 > 14 nHIB KUTTs( payiTerpasip) Ta 3 Baru 2 Kr ( pajnrerpasip) Ta 3 Kr (
nonyterpanip). Hitu >20 kr MmoxyTh npuitmatu gopocii gopmu DTG 50 mr, 1o
3HAYHO PO3UIMPIOE JOCTYI A0 JIIKYBaHHSI

» Hu3bKI piBHI B3a€EMO/Ii 3 THIIUMU TIpenapaTaMu ( 3 TOPMOHAJIBHUMU MperapaTamu)

» 3 R- BMICHUM TIpOTUTYOPKYIH03HHM pekuMoM ( DTG - moTpeOyeThest TOABOEHHS
no3u, RAL - 6e3 3MiH 103H1)

» NB! IligmiTku - KOHCYJIbTYBAaHHS IO KOHTpAISIIIii

ta puznkax DTG Ha paHHIX THXKHSX BariTHOCTI!
“A woman-centred approach!”- miaxin, opieHTOBaHUI HA KIHK
e Jluta4i popmu B YKpaiHi??




SMILE- PENTA17- ANRS 152

» Strategy for Maintenance of HIV suppression
with one daiLy inhibitor
+darunavir/ritonavir in childrEn

» MeTa fJoc/ii»)KeHHs OLiIHUTH Oe3IeKy Ta
aHTUBipycHuM epext DTG +DRV/r B
[IOPIBHAHHI 3 CTAHAAPTHUM pexXuMoM APT y
niteun 3 BIJI-1 3 BipycoJ/1IOTIYHOIO CyIIpecCi€ro
Ha rolepegbHOMY peXrUMi

» MyabTUieHTpOBe AocaixeHHd N=308



[locniaxKeHHA y 4OPOCANX

Y HalBHUX NaAlLli€EHTIB

ACTG 5262 DRV /r+RAL N=112

RADAR study TDF/FTC+DRV v DRV+RAL N=80
PROGRESS TDF/FTC+LPV /r vs LPV/r +RAL

ANRS 14 /NEAT 001:50C vs DRV+RAL, N=800

Y mani€eHTIB, 1[0 AOCATJIM BIpYCOJIOTIYHOI cynpecil
SPARE : RAL+DRV /r vs bPI+2 HIOT T=59

DUALIS: nepekntodyeHHsa Ha DRV /r+ DTG vs ctrangapTHUH
pexxum N=320



BRIGHTE study  commsssiosems

Gastrointestinal
» Fotemsav1r (FTR) mpoaykt MeTabomi3zmMy e

Fostemsavir
{prodrug)

Alkaline
phosphatase

Temsavir
(active moiety)

l

Temsavir

Blood plasma




»

»

»

»

»

Phase 3 Study of Fostemsavir in Heavily Treatment-Experienced

HIV-1-Infected Participants: Day 8 and Week 24 Primary Efficacy

and Safety Results (BRIGHTE Study, Formerly 205888/A1438-047)

M. Kozall, J. Aberg?, G. Pialoux3, P. Cahn4, M. Thompson?®, J.-M.
Molina® B. Grinsztejn’, R. Diaz® A. Lazzarin®, M. Gummel'? A.
Pierce!l, P. Ackerman'2 C. Llamoso'2, M. Lataillade'?

B ¢a3zi II A1438011 FTR nponemoHCcTpyBaB:

- 60% marrienTiB 3 MUPOKUM A0cBiioM APT nocsariau 3sMeHbIIeHHS

B tu1azMi BUJI-1 BH na 96 TwxHI1 niKkyBaHHS

- 3aranpHO cx0xy 3 ATV/r BipyconoriyHy Ta iMyHOJIOT14HY BiJIITOBIIh

- oOpy mepeHoCHMICTh Ta 6e3IIeUHICTh, HEpepUBaHHs JlikyBaHHs Yepe3 AE -He 0B s3aHi 3 npenapaTom
e e v",sr

po
018 RxONY

A 0"""”.‘ 2%-18

™ Only w

Rukopbi, ]

f’osr‘;gb‘a) m
se toblets ~

"HTE, heawvily treatment experienced, ARV, antiretrovirals; AEs, adverse events; miTT, modfied intent to treat, T
1. Brown J et al. J Pharm So 2013, 102:1742-1751, 2. Nowicka-Sans B of al. AAC 2012, 56:3498-3507, 3. Ray N ef al. JAIDS 2013, 64.7-15; 4. |
.Zhou N et af, JAC 2014, 69:573-581, 5. Li Z ot o). AAC 2013; 57:4172-4180, 6. DeJesus E ef o, CRO! 2016: Poster 472, ..

|

< i Kozal ot al. EACS 2017; Méan, Italy. Oral PSB/S.



SHIELD study

» FoStemsavir in HIV-1 InfEcted chiLdren and

adolescents with multi Drug-resistant virus
(SHIELD)

» Koropra: Jlitu Ta migaiTKku Big 6 10 18 pokiB i 3
Baroto Tiyia Big 20 Kr, 3 HeBJ1adyelo Ha IOTOYHIU
cxeMi APT i aki MaroThb CTiHKICTb 10 2 200 3- X
KJIaClB MpernapaTiB

» MeTa: OL[iIHUTUT Oe3IeKy JIIKyBaHHS Ha 24 THUXKHI
Ha pexxuMi fostemsavir+ OBT ( onTumizoBaHUU
backgroud pexum)

» OiHuTHU cTiMkuM ctaH PK temsavir (akTUBHOI

uacTuuaii foctemcavir)



BUCHOBKMU 2

PanHiu moyaTtok APT

3py4Ha cxeMa APT

BigcninkoByBauHs# [14 y giTert Ta nogaHHg B apMKOMITET

Oco6JIMBOCTI KOHCYJIbTYBAHHS 10 NPUXUJIBHOCTI B pi3HUX BIKOBUX rpynax

[lig1iTKU Ta MOJIOA] AOPOC/Ii: IPUXUJIBHICTD, BITHOCUHU 3 OaThbKaMHM Ta IJIaHYBaHHS
poAvHY (B3aEMO/isl 3 ICUX0JIOTAMM Ta FiHEKoJIoraMu!)

Jlo6iroBaHHS NpaB JjiTeX Ha JJOCTYII 10 MpenaparTiB ( AUTAYI GOpMH, 3pYUHIi peKUMU
puromy)

BkJiroueHHs AiTeN y AOCTIIKEHHS

= N1iT He BNAMBAtOTb Ha eniaemito BIJT?



[loaAakKa

AHHa TypKoBa, ODYSSEY team

PENTA i

WAVE: Karoline Aebi- Popp, Justyna G.Kopec

MapTa Bacunes, /lbBiBCbKM 06nacHMM L3
MapuHa PegyeHko, MSD Ukraine
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