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P5 Development Track Trials

ALVAC/gp120, MF59 adjuvant Q12015

P3 Research Track Trials
Various combination of ALVAC, NYVAC,
gp120 protein, DNA and adjuvants

Q22012

RV144 Follow-on Trials

ALVAC/AIDSVAX P
. 032014
Janssen Ad26 Trials
Adenovirus 26 (Ad26)
04 2014
04 2014
Q4 2015
VRCO1
3BNC117

CAP256-VRC26
PGI
10-1074

Q32014

DNA-based

Ad vector

Replicating vectors

Lipopeptides

2016 2017 2018

HVTN 100, Ph I/1l; South Africa; / .
- e em——— HVTN 702, Ph lIl Efficac y, South Africa; women/men
StartQ4 2016 © © ® ®© © ®© © © © © © 0 0 0O

HVIN 107, Ph I/Il; Mozambique, South Africa, Zimbabwe; women
Ant/wpatedMarchZ()Uoooooooo 0000000000000 O0OC0C0

HVTN 108, Ph I/Il; South Africa, USA; women/men
Ant/mpatedjunezowoooooooooooooooooooooooocooooo

HVTN 111, Ph |; Malawi, South Africa, Tanzania, Zambia; women/men
Ant/(,‘/patedMayZOIEO.Q...........................

HVTN 113, Ph I/1l; Malawi; South Africa, Tanzania, Zambla Zimbabwe; women/men
Antm/patedjan2017oooooooooooooooooooooooooooooo

RV305 Ph Il re-boosting of RV144 participants; Thailand; women/men '
_
RV328, Ph Il of AIDSVAX B/E; Thailand; women/men
—

Anticipated start TBD

Efficacy Trial, Thailand

HPX2004, Ph I/lla; further testing of various mosaic—base{j products

HIV-V-A002, Ph I: US; women/men ©00000000000000009000

L Ph Iih/III trial(s) of optimal mosaic-based regimens

Antmlpated 2017

Wen HPX2003, Ph I/lla; testing of mosaic-based product with a Clade C protein boost
.................'.. H

HIV-V-A004, Ph I/lla; Rwanda, South Africa, Thailand, Uganda, US; women/men

— 22019

VRC 606, Ph | of VRCO1LS, modified VRCO1 delivered viainfusion and subcutaneous routes; US; women/men
—

HVTN 704/HPTN 085, Ph [Ib proof of concept; Brazil, Peru, US; MSM, TG
Q3 2020
HVTN 703/HPTN 081, Ph Ilb proof of concept; sub-Saharan Africa; women

— Q32020
@ Promising data released from Ph1 tests in HIV infected and uninfected individuals

Ph Il open label, infusion of 3BNC117: HIV infected individuals

Potential clinical tria?s using CAP256-VRC26 alone or in combination with

@ Preclinical data published Q3 2015 shows promise w4

IAVI A003, Ph |; UK; men

@ Potential larger sca/é trials of antibady delivery through gene transfer
— Final data collection underway

Ph | open label dose-escalation, HIV-infected and -uninfected individuals
. _______________________________________ ]

Various Ph | testing DNA alone, with MVA, NYVAC, proteins

Potential larger scale trialséof DNA-based strategies

Various Ph | testing Ad26, Ad35, recombinant-Ad5

Potential larger scale trials; incorporation of data into oﬁgoing Ad-based strategies

Sendai virus based replicating vector Ph | completed; shown safe and immunogenic
Tiantan replicating vector based Ph lla completed; shawn safe and immunogenic
Planned Ph Ilb of Tiantan vector prime plus protein boost

Anticipated Jan:2017

Ph I replicating Ad26 via oral administration

Ph Il testing LIPO-5 in prime-boost strategy

KEY e 0ngoing trials eeeeee past or planned/potential trials

HVTN 701, Efficacy; sub-Saharan Africa;
women/men ee e e oo o000 00

Anticipated start TBD @ ® ® ® ® XXX

@ Track start and progress of HVTN 702
- @ Ask what efficacy in HVTN 702 will mean beyond South Africa

- @ Track the shifting timeline of P5 Research Track phase | trials

@ Ask questions about why different vaccine components—
adjuvants, proteins, vectors—are being tested in
different trials and phases of the P5 Research Track

@ Track RV144 follow-on trials in Thailand and if/whether an
efficacy trial will happen

- @ Applaud Janssen’s involvement in vaccine development;

ask about industry involvement in manufacturing and access
if efficacy is found in the Ad26-mosaic program

@ Track cross-clade responses of Janssen’s mosaic-based
vaccine and help trialists keep a global perspective

Q Support Jannsen’s efforts for robust stakeholder engagement,
ask about their plans and track their efforts

0 Demand broad stakeholder engagement—for each efficacy
program, but importantly around how they all fit together

@ Track progress of the AMP study, with attention to its multi-site,
multi-country, multi-population nature

| @ Hold trialists to their commitment to providing PrEP according to

national standards—help them define what that means, track
PrEP evolution in each trial country and involve stakeholders as
the context shifts

@ Help raise understanding—especially in trial communities—that
the VRCO1 product will most likely not move forward after the AMP
study, but that this trial will yield important data for moving the
vaccine and prevention fields forward

@ Read up on additional antibodies in earlier stages of development
and watch what the results of AMP will mean for them

@ Raise awareness about the acceptability of receiving infused
antibodies as an HIV prevention method, and help incorporate
realities into considerations around research and rollout

Read up on emerging vaccine strategies and candidates;
if information is confusing, ask questions or for
simplified information

Ask how new candidates and strategies are similar or different
from each other and why one strategy may be more promising
than the next

Provide community perspectives on vaccines that may have
unusual safety or acceptability profiles
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