THE TALE OF TWO STUDIES:
EXECUTING HVTN 702 & HVTN 705

Glenda Gray
President & CEO SAMRC
HVTN Co-Principal Investigator
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UNAIDS HAS DECLARED THAT A 90%

REDUCTION IN INCIDENCE FROM

2010 IN EACH COUNTRY WOULD END

THE AIDS EPIDEMIC AS A PUBLIC
HEALTH THREAT
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EPIDEMIC CONTROL: <1/10 000 PER YEAR

-\

Defining control of HIV epidemics ®

CrossMark

Alison P Galvani, Abhishek Pandey, Meagan C Fitzpatrick, Jan Medlock, Glenda E Gray

Although the HIV pandemic remains a global crisis, much progress has been made in implementing programmes to  Lancet HIV 2018; 5: €667-70
treat and prevent HIV infection. To guide prioritisation of efforts, the metric by which a country can declare its HIV  published online
epidemic as controlled has become increasingly relevant. Herein, we evaluate the merits of the four control criteria October9, 2018
proposed by UNAIDS: percentage reduction in incidence over time; ratio of incidence to mortality; ratio of incidence :;‘;g_‘;"(-}j‘;‘(;’%ﬁ;:f/
to prevalence; and annual incidence. Using a transmission model to generate projections of demography, incidence, o

d lity, we highlight potential pitfall iated with each of the first three criteria. A definition of control e s v
and mortality, we highlight potential pitfalls associated with each of the first three criteria. A definition of control y;4ejing and Analysis, vale

based on annual incidence would provide clarity and consistency across settings. School of Public Health,
New Haven, CT, USA

Concordant with WHO definition to
define control for other diseases.
Temporal Milestones:

1. 1/1000 by 2030

2. 1/10 000 by 2035

3. RSA: 11.5/1000 (2018)

4. RSA: 1/1000 in 2030=91.3% drop

Incidence per 10 000 people
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THAT’S WHY WE NEED
SOMETHING THAT IS
DISRUPTIVE: HIV VACCINE
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CURRENT NIH/HVTN HIV VACCINE
STRATEGIES

! Empirical ] Vaccines to -
Improve pqt_ency Clade C gp140
and durability of
non-neutralizing
anti-Env V2 Abs

Clade C
gpl140 and Mosaic gp140

Alternative Viral Vectors
and Env Proteins

[Theoretlcal Vaccines that | Phase 1: rENV -
induce bNAbs Immunogens for bNAbs e

alternative adjuvants '
—
Immunoprophylaxis Mab
with bNAbs cocktails
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HVTN’S 3 PRONG STRATEGY IN THE FIELD

Clade C approach
HVTN 702
y

~N
Global vaccine approach

HVTN 705/HPX2008 &
706/HPX3002

Neutralising antibody
approach

AMP/HVTN 703/4
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HVTN 702/UHAMBO (pox-protein heterologous prime
DOoOoSt)

« Evidence of modest efficacy in RV144
» Adapted to Clade C: met the go/no go criteria in HVTN 100

5407 fully enrolled uy=NStigNE-gy only

HVTN 705/HPX2008/IMBOKODO (Ad26-Ad26/protein,
heterologous double prime/double boost)
« Evidence of protection in NHP challenge model

r Iy RIS B * Advanced in POC after meeting go/no go criteria in TRAVERSE
* heterosexual women in SSA
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RATIONALE FOR HVTN 702 IS BASED ON RV144

Efficacy (%)
N W W & & 0 u 0 0
w o un o wnw o w
4 4. A 4 J

» Vaccine Efficacy
60% at 6-12
months

 \/accine
efficacy

wanes
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magnitude, :
quality and
durability of |,
Immune

responses wanes

HIV ENVELOPE SPIKE

. | Correlates associated
with |HIV acquisition:

Abs (19G, 1gG3) against
envelope (vaccine-
matched gp120, V1V2)
Functionality,
polyfunctionality scores
of env-specific CD4+ T-
cell responses

Courtesy: Fatima Laher
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HVTN 702

Month 3, Month 6,
Month 12,

Month 18

Month O,

Month 1

14 ~600

ALVAC-HIV (vCP2438)

5700 ALVAC-HIV N t_rlal sites site
(VCP2438) Bivalent Subtype C gp120 & in South research
MFS9® Africa

' 2700 Placebo Placebo + Placebo

vhambo

HIV VACCINE MRC\§
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HVTN 702: Cumulative Enrollment through 09SEP2019

Targeted Full Enrollment: 5400
Total Enrolled: 5407  Total Expected: 5400  Shortfall: -7

Number Enrolled
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HVTN 702 Model

# of Visits per day, by month
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RATIONALE FOR HVTN 705:
The Ad26/Ad26+Env HIV vaccine regimen provides substantial

protection against SHIVg,,,,3; Challenges in non-human primates
[study designed to mimic APPROACH trial (HIV-V-A004)]

6x IR SHIV challenges

& &
S S
Q Q

A Vi

S 100 — Ad prime / Ad boost h
()
5 — Ad prime / Env boost ,
-.g 80- — Ad prime / Ad+Env boost N=12
‘T 60- - — = Ad prime /| MVA boost per group
2 [ Ad prime /| MVA+Env boost
S 40- — Sham _
o
o 201
o L] L
0 1 1 1
0 2 4 6 Ad26/Ad26+Env  94% 67%
week post first challenge
@ Ad26/MVA+EnV 87% 42% CELEBRATING
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RATIONALE FOR HVTN 705/HPX2008:
Vaccine Aiming at Protection Against all Clades of HIV-1

A
IMBOKODO
[IBP T [[]Mosaic design
Heterologous vaccine regimen using Ad26 vectors
For coverage of globally expressing mosaic Gag, Pol and Env antigens, and
circulating HIV strains soluble trimeric gp140 envelope proteins:
- &= lrimeric envelope
Ad26.Mos4.HIV ) broteins
For the induction of For the enhancement of
_ potent cellular and HIV-specific humoral
= humoral immunity Immunity

BF
_[¢]

Il CRFO1_AE
[ CRF02_AG
I Other CRFs

[ URFs
@ Hemelaar et al,Lancet Infect Dis 2019;19: 143-55 @
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Mixture of 4 mosaic Ad26 constructs +
gp140 Clade C boost

A
Vaccination at month 0, 3 Vaccinations at month 6, 12
Ad26.Mos4.HIV Ad26.Mos4.HIV gp140 Clade C
Ad26 vectors with Mosaic gag-pol-env Soluble trimer gp140 env
gag-pol or env inserts . ) ) ) + proteins
Ad26.Mos1.Gag-Pol '@ '@ '@ '@ .

Ad26.Mos2.Gag-Pol

Ad26.Mos1.Env

1 t 1 b
Lo S 2

Ad26.Mos2S.Env

| |
months 0 3 6 12

3 °
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IMBOKODO

Vaccine
N=2600 Women
1:1 randomization
+[- 1 year recruitment 2 3 ~
3 E)
0
sitesin 5 site staff
countries
Mo. 24 Mo. 36
Wk 104 Wk 156
2 years 3years

Repository

*DBS = 765 spots

*Tempus = 5,880 tubes

*Plasma = 54,727 vials

*Serum = 209,538 vials

*Cervico-vaginal secretions fluid = 5,670
*Cervico-vaginal secretions mucus = 23,278
*Vaginal swabs = 5,339

4

2,637

enrolled

~111,122
PBMC vials
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HVTN 705: Cumulative Enroliment through 06JUN2019

Targeted Full Enrollment: 2600
Total Enrolled: 2637  Total Expected: 2600  Shortfall: -37
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Avg no of visits/day

HIV VACCINE

HVTN 705 Model
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BASELINE RISK CHARACTERISTICS: WOMEN

Females enrolled 3786 2637

Number of sexual partners 2 2

In the last 30 days

Median Age & Distribution 24 23

(21-27) (20-25)

Age <25 58.8% 68.8%

Condom Use (always) 5.5% 11.7%

Unknown status of partner/s 44.1% 46.9%

Oldest partner >=5 years 54.8% 66.4%

older
HIV VACCINE MRE{ ‘I " '
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BASELINE RISK CHARACTERISTICS: WOMEN

HVTN 702 HVTN 705

Transactional Sex 20.9%
Not living with main partner 80.7%

Main partner has other 26.1%

partners

Chlamydia 23%

Any STI 29.8%

Behavioural Risk Score 4-5 34.1%
6-7 47.5%
8-11 14.5%

4

HIV VACCINE
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54.5%
84.6%
29.6%

20.8%
31.7%
27%

43.1%
26.2%

MR?{
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BASELINE RISK CHARACTERISTICS:

CONTRACEPTION

Male Condoms 21.2% 7.3%

lUDs 2.5% 2.0%

Implants 11.3% 22.6%

Injectables 80.6% 68.8%

Oral Contraception 5.1% 6.3%
f‘.IYLgFJ?EE MRE{ I ‘ '
YEARS




MALE ENROLMENT IN HVTN 702 (N=1621)

_ Heterosexual (87.6%) Non-Heterosexual (12.3%)

Age
18-20
21-25
26-30
31-35
Circumcised
Always uses condoms

Knowledge of partner’s
status

Living with main partner

4
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10.8%
32.1%
32.5%
24.6%

53.8%
8.3%
48.6%

18.2%

30.3%
45.3%
18.4%
6.0%

49.3%
10.9%
68.7%

10.0%
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MEN ENROLMENT IN HVTN 702 (N=1621)
________Heterosexual (87.6%) __Non-Heterosexual (12.3%) _

Exchanged money/qifts for sex 12.3% 41.3%
Main partner has other partners 12.7% 21.4%
STI: Syphilis 1.5% 5.3%
Gonorrhea 2.3% 8.5%
Chlamydia 14.1% 26.6%
Any STI 16.2% 30.9%
Behavioural Risk Score
1 23.6% 12.4%
2 50.8% 33.3%
3 21.0% 38.2%
4 2.1% 14.0%
Anal Sex 89.6%
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Legend: / e S ———— [Mbeya
702 only Lusaka -Mulobela Kisumu i
703/081 onl —ENR -y Ncola
only A ; '
"Lusaka -Matero N _ Lilongwe
705 only ambia ™ MaV
702 & 705 aka My, Blantyre
703/081 & 705 - <~ |Belgravia - .
702,703/081,705 k. B ﬁ/log dﬁzgsve "L e ANIUNOWIZa
r/ \ Zimbabwe f) St' Mary’s
ulawa
Gaborone | (iibrow ! " [Southerton] ~{Elandsdoorn
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Capg Town
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Port Elci>zabeth

b Mamelodi
Rustenburg
Tembisa
Soweto — Kliptown SThyepletog ol Maputo
Soweto — Baragwanath e S 0, :
o | : W Ladysmith
-|Klerksdorp :
’ s o Bloemfonteim Botha’s Hill
Khavelitsha Bloemfontein -1 \Le\s;go g C_hqtsworth
Observatory South Africa Isipingo
Nyanga Mthatha [ [Vuli Tongaat
castlog YUl Warwick Triangle

Verulam

These are the trailblazers in this heroic endeavor

WE ARE
WORKING
HARD TO
ACHIEVE
THESE
NUMBERS
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PROGRAM TEAM ON THE GROUND SUPPORTING
SITE OPERATIONS

Clinical Trial : . Community A Laboratory Protocol

* Site development  Data Quality * Site CER « Site clinical * QA & compliance * Integrated
& support « Audit readiness education support « Site lab study operations
* Protocol « Participants rights « Community * Participant safety preparation oversight &
implementation & and well-being education « Scientific liaison « LDMS support support
management - Regulatory + CAB support resource « Certification * Liaison with site
* Training assurance « Giveaway « Protocol programs & operations /study
» Stakeholder materials/study development and training inc. /scientific
Communication branding implementation PBMC proficiency operations teams
« Execution of
strategic projects/
initiatives/
priorities
« Stakeholder
collaboration
@ - - - - - @ CELEBRATING
HVTN team available in the region for real-time site \§ I " '
HIV VACCINE support MRC <)
-~ YEARS



Average Number of Participant Visits per day:

HVTN 702 and HVTN 705
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Average Number of Participant Visits per day:
HVTN Efficacy Trials in SSA
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HVTN 702: 563,871 CRF PAGES ENTERED TO
DATE

// Data Management Quality
: 45 Queries # Pages
Total # Pages : Queries per 100 : % Pages on
Total # Queries Resolved on Included imn % AE on Time
Entered Thru Pages Thru : Time Thru
Thrua 831/2019 Time Thiru Time Metric Thru 8731,/2019
B/31/2019 Brf31s2019 B/31/2019
8/31/2019 Thru 873172019

Cape Town - Emavundleni L0810 2112 42 TT% 28,666 049 B4%
Cape Town - Khayelitsha 41,065 1.071 2.5 B1% 24,015 0% 26%
Durban - eThekwini 38,824 1,515 39 B3% 23,448 0% 93%
Durban - Isipingo L3270 1.633 3.1 TO% 29 957 05% Q4%
Durban - Werulam Lo0d1 1,641 33 62% 29 977 03% S
Klerksdorp 40120 1,295 4.7 T4% 23,230 Q5% 3045
Ladysmith 359 459 5449 14 T2% 24,0749 Bo% 35%
MMedunsa 33,832 1,204 36 TO% 20,280 05% TT%
bthatha 4 155 398 a6 T5% 2183 BT% 58%
Rustenburg 365514 1,817 GO GiE% 21,481 04% Ta%
Soshanguve L4 838 2,325 4.2 B4% 32,983 93% 5%
Soweta - Bara L3357 1,544 29 01% 29303 8% 35%
Soweto - Kliptown 35016 676 19 BE% 19,540 7% G1%
Tembisa - Clinic 3 32 470 1,593 4.9 T5% 18,526 049 T1%
L&3.871 19,978 3.5 Th¥% 327,768 95%: B4%

@ @ CIELEB'RATING
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HVTN 705: 172,647 TOTAL PAGES ENTERED

// Data Management Quality

. % Queries # Pages
Total # Pages . Queries per 100 . % Pages on .
Total # Queries Resolved on Included in . % AE on Time
Entered Thru Pages Thru N B ) Time Thru
Thru 7/31/2019 Time Thru Time Metric Thru 7/31/2019
7/31/2019 7/31/2019 7/31/2019
7/31/2019 Thru 7/31/2019

Bloemfontein 11,991 346 2.9 97% 5,900 94% 61%
Durban - Chatsworth 13,536 228 1.7 85% 6,956 95% 99%
Durban - eThekwini 2,599 17 0.7 100% 1,281 100% 95%
Durban - Tongaat 6,478 76 1.2 T7% 3,067 93% 97%
Elandsdoorn 10,606 676 6.4 T7% 5,543 94% 72%
Harare - Seke South 14,192 193 1.4 98% 7,442 99% 95%
Harare - St. Mary's 7,553 213 2.8 92% 3,871 96% 82%
Klerksdorp 2,766 56 2.0 98% 1,179 94% 100%
Ladysmith 11,480 138 1.2 98% 6,191 96% 85%
Lilongwe 9,781 329 3.4 92% 5,161 91% 80%
Lusaka - Matero 7,409 199 2.7 61% 3,049 96% 66%
Lusaka - ZEHRP 6,614 274 4.1 92% 3,373 96% 78%
Mamelodi 12,320 647 5.3 89% 6,317 97% 86%
Maputo 1,974 71 3.6 93% 819 87% A40%
Masiphumelele 13,522 289 2.1 96% 7,086 97% 899%
Medunsa 1,456 20 1.4 100% 595 100% 100%
Mthatha 242 12 5.0 67% 86 94% 0%
MNdola 5,883 128 2.2 100% 3,113 97% 73%
Rustenkburg 2,189 44 2.0 82% 955 93% 100%
Soshanguve 6,633 163 2.5 92% 2,969 96% 98%
Soweto - Bara 18,086 342 1.9 96% 9,050 999% 84%
Soweto - Kliptown 2,152 4 0.2 100% 890 96% 83%
Tembisa - Clinic 4 3,185 42 1.3 98% 1,261 99% 97%

172,647 4,507 2.6 89% 86,154 96% 83%

@ @ CIELEB'RATING
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HVTN 702: ALMOST 46,000 STUDY VISITS
COMPLETED

4

HIV VACCINE

TRIALS NETWORK

Total Visits

89%

Cape Town - Emavundleni 3,833 4,289
Cape Town - Khayelitsha 3,340 3,659 91%
Durban - eThekwini 3,302 3,398 97%
Durban - Isipingo 4,382 4,657 94%
Durban - Verulam 4,364 4,732 92%
Klerksdorp 3,333 3,606 92%
Ladysmith 3,422 3,803 90%
Medunsa 2,819 2,983 95%
Mthatha 251 278 0%
Rustenburg 3,011 3,286 92%
Soshanguve 4,408 4,881 90%
Soweto - Bara 3,971 4,387 91%
Soweto - Kliptown 2,728 2,943 93%
Tembisa - Clinic 3 2,621 3,076 85%
45,785 49,978 92%

* Vaccine administration visits:
~128,400 participant visit hours

~» Other visits:

~60,315 participant visit hours

MRC
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HVTN 705: OVER 10,000 STUDY VISITS
COMPLETED

Total Visits

Bloemfontein
Durban - Chatsworth 885 o490 Q32
Durban - eThelkwini 143 144 99%%
Durban - Tongaat 372 436 85%
Elandsdoorn 10 TEo A3%
Harare - Seke South 973 1,043 93%%
Harare - St. Mary's 454 474 96%
Klerksdorp 123 123 10026
Ladysmith 2840 870 97 %%
Lilongwe 043 &7 95%%
Lusaka - Matero 331 350 95%
Lusaka - ZEHRP 3806 A0°7 959 . a0« o 0o
Mamelodi 924 996 o3%  ® \Jaccine administration Visits:
Maputo 86 88 98% L. L.
Masiphumelele 905 935 o79s  ~32 740 participant visit hours
Medunsa 58 58 10026
Mthatha i i 10020
Ndola 363 393 92% . .
Rustenburg 89 D6 2326 ® Other VlSltS:
Soshanguve 272 281 97 % o o
Soweto - Bara Qo7 1,083 Q294 —
Soweto - B 9 08 225 ~12,090 participant visit hours
Tembisa - Clinic 4 137 142 = Tat

10,578 11.286 94 %

@ [ ] CIELEB'RATING
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DRIED BLOOD SPOTS COLLECTED FOR PREP

HVTN 702
HVTN 703
HVTN 705
Total

4

HIV VACCINE
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2134
2112
1 106
5 352
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PREP UPTAKE

_ [HVINTO HVTN 705

N 5,407 2,637

PrEP 119 91

% users ever 2.2% 3.5%
MRCY 50
TTTTTTTTTTTTT YEARS




PBMC COLLECTION

HVTN 702 20 058

HVTN 705 9693

HVTN 703 6012

Total 35 763
. MRCY 50
,,,,,,,,,,,,, g YEARS




HIV DIAGNOSTIC ALGORITHMS RUN BY

PROTOCOL:
* HVTN 702: 33,099
* HVTN 703: 38,146
* HVTN 705: 10,973

Run at NICD in Adrian Puren’s lab by 5 people!
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VISIT COMPLETION

/702 Visit Completion total

Protocol Vaccination 2 Vaccination 3 Vaccination 4 2 week Vaccination 5 2 week Vaccination 6 Zweek
post-vacc 4 post-vacc 5 post-vacc 6
HVTN702 95% 94% 91% 88% 87% 84% 86% 82%

Follow-up
visit
87%

/05 Visit Completion total

4 weeks post-vacc Vaccination 4 4 weeks post-vacc

Protocol Vaccination 2 Vaccination3 1day post-vacc3 3 4

HVTN705/HPX2008 93% 91% 98% 88% 88% 87%

Follow-up visit

90%

@ Overall Visit Retention

HIV VACCINE HVTN 705: 93%

(Y CELEBRATING
) 4
HVTN 702: 91% MRC\§ ! b‘ '
S

YEARS




TIPS FOR THE TALE OF TWO
TRIALS: A CASE STUDY FROM
MECRU

Successfully Retaining high

risk participants in the HVTN
Mecru 702 and HVTN 705 trials:
Clinical Research Unit  ©ensiderations, Tips, and HEATH SRR Ny
Empovering The Communty Towards Health Care Solutons Recommendations.

/
_____
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O Mecru
Clinical Research Unit . i i
Qb” The retention officer in 702 and 705

A HVTN 702 total enrolment 333: retention rate 93% past 2
months;

U HVTN 705 total enrolment 39: retention rate 96% past 2
months;

U Role of retention officer is a dedicated post in the structure
of MeCRU.

U Supported by recruiters of the site;

U Running only two studies at a time;

CELEBRATING
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Mecru
Clinical Research Unit

Empowering The Community Towards Health Care Solutions

Retention officer: passionate about
retention

1. Taking things personal about failing to get participants to come to

SEFAKO MAKGATHO
HEALTH SCIENCES UNIVERSITY

site;

2. Take disappointment personal and serious;

3. Get personal fulfilment when getting it right; run by the maxim “He
left the 99 to go and find the 1 sheep missing”

4. Become so passionate that you forget that you work with a team.
This keeps you very motivated to the exclusion of everyone else.

5. Sharing personal qualities with the team influences everyone: love

the participants as family; treat them as your own; appreciating the

@
difficulty of recruitment MRE{

A
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Mecru
Clinical Research Unit
Empowering The Community Towards Health Care Solutions

Difficult things In retention

U Inaccurate locators: be patient until you get the truth about
where to find the participants;

L Change of contact details: they use different sim cards at a
time;

U For participants who become incarcerated, are difficult to
follow through; and keep contact to keep them encouraged,;

L New Employment: not able to take time off work;

O Staff attitude that are discouraging;

1 Not flagging possible defaulters in time;
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 Refreshments not appealing to participants-lead to o
MRC)
A

complaints.
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Mecru

Clinical Research Unit

Some solutions to the difficulties

Planning — proper planning that accommodates the participant’s
schedule.

For the employed, Saturday and Sunday clinics are useful;

Early mornings and late afternoon schedules;

Relocation - we pay for transport to come to site

Prisoners: Keep in touch with the family of the convicts so that

when they are released we can find them;

CELEBRATING
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Tips and recommendations

SEFAKO MAKGATHO
HEALTH SCIENCES UNIVERSITY

O Found the tracking tool of pharmacy more reliable for participants
scheduled for vaccination;

U Recruitment allows for self selection of quality participants. We would
forego participants that require to be pushed to participate;

U Focus on problematic participants. Encourage the reliable and consistent
ones.

U Do not break your promises;

0 Go an extra mile to meet the needs of the participants; be restless when

there is a defaulter; o
MRC)
s

U Continue education between visits with long breaks.
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0 7 Mecru : :
Mcnmcm Research Un Tips and recommendations

Empowering The Community Towards Health Care Solutions —
SEFAKO MAKGATHO
HEALTH SCIENCES UNIVERSITY

LIt is important to remind participants BUT also do your part;

U Two stories | can tell you:
» Retaining a participant that went for traditional healing training;

» Going the extra mile in times of distress.

QItis important to understand that you are dealing with a high risk group

MRC

of ages 18 to 35.

CELEBRATING

50

YEARS




ACKNOWLEDGEMENTS

All the study staff, the
community engagement
teams, and most of all,
the participants who join
the journey

EEEEEEEEEEE

YEARS

TTTTTTTTTTTTT



HVTN 702 Protocol Team Acknowledgements

Cochair
* Fatima Laher
* Linda-Gail Bekker
* Mookho Malahleha

PTL/CMM
* Nicole Grunenberg

Statistician
* Holly Janes
* Yunda Huang
* Zoe Moodie
Medical Officer
* Mary Allen

Laboratory Lead
* John Hural

4

HIV VACCINE

TRIALS NETWORK

CAB Members
* Bulelwa Zono
* Kagiso Mothwa
* Themboko Maduna

CER
e Phumla Madi

CEU Representatives
* Kagisho Baepanye
* Nandi Luthuli

Clinic Coordinator
* Katlego Mapetla

CSS
* Megan Jones

CT™M
* Shelly Ramirez

Editor
e Erik Schwab

Developer Representatives
* Carlos DiazGranados, Sanofi
* Corinne Lecomte, GSK
* Marguerite Koutsoukos, GSK
* Olivier Van Der Meeren, GSK
« Sanjay Phogat, Sanofi

Lab Representative
* On Ho

PDM
» Carter Bentley

Pharmacist
* Bijal Patel
* Irene Rwakazina

Project Officer
* Michael Pensiero

Regulatory Affairs
* Liz Briesemeister

RMLs
* Keitumetse Diphoko

Data Management
 Amanda Brown
* Gina Escamilla
* Priyanka Agarwal

Social Scientists
* Michele Andrasik
* Millicent Atujuna

Statistics
* Brittany Sanchez
* Doug Grove

MRC

CELEBRATING

I"'
J

YEARS



HVTN 702 Acknowledgements

SCHARP Funders & Other Collaborators

NIAID/DAIDS

Bill & Melinda Gates Foundation (BMGF)

South African Medical Research Council (SAMRC)
GSK (formerly Novartis)

Sanofi Pasteur

Data Management
* April Randhawa
* Hannah Leingang

Statistics
* Brittany Sanchez
* Doug Grove
* Holly Janes
e Tahereh Nourbakhsh
* Yunda Huang

* Zoe Moodie
HVTN BILL&MELINDA
* Site Liaison Team v (GATES foundation
» Site Development Team MRC
* HVTN Executive Management Team e U NOVARTIS
e Laboratory Operations Team

National Institute of

Allergy and
Infectious Diseases

{

@ CELEB'RATING
MRCY 50
A

YEARS

SANOFI PASTEUR wg

4

HIV VACCINE

TTTTTTTTTTTTT



4

HIV VACCINE

TRIALS NETWORK

HVTN 702 Site Acknowledgements

Cape Town - Emavundleni
* Cleon Ncayiya, Clinic Coordinator
* Julio Muller, Pharmacist
* Lulu Nair, CRS Leader
* Sheetal Kassim, IoR

Cape Town - Khayelitsha

* Amy Nair, Regulatory and Data
Manager
Graeme Meintjes, IoR
Loraine Swanepoel, Pharmacist
Phila Mawu, Clinic Coordinator
Zandile Ciko, CER (CLO)

Durban eThekwini

Atika Moosa, Pharmacist

Bongi Zuma, Data Management
Ivy Kaunda, CER

Kathy Mngadi, lIoR

Kieara Ramtahal, Regulatory
Yajna Duki, Clinic Coordinator

Durban - Isipingo
* Thank you to all the study site
investigators, clinic coordinators, CER
teams, and site pharmacists.

Durban - Verulam

* Dr. Nishanta Singh, IoR
Happiness Sibiya, Clinic Coordinator
Nasreen Seedat, Pharmacist
Nonkululeko Mtshali, CER
Sibusiso Nhleko, Community Liason
Officer
» Zakir Gaffoor, CRSL
* Ziningi Jaya, Clinic Coordinator

Klerksdorp
* Thank you to all the study site
investigators, clinic coordinators, CER
teams, and site pharmacists.

Ladysmith
* Brian Groenewald, Pharmacist
* Michelle Nelson, Clinic Coordinator
* Mirranda Mhlongo, CER
* Nadia McMaster, Data Manager
* Phillip Kotze, IoR

Medunsa
* Thank you to all the study site
investigators, clinic coordinators, CER
teams, and site pharmacists.

Mthatha
* Mpho Peter, Clinic Coordinator
e Pamela Mda, CRS leader
e Thozama Dubula, IoR
* Thulile Mtubisi, Pharmacist
e Zoleka Fadane, CER

Rustenburg
* Thank you to all the study site
investigators, clinic coordinators, CER
teams, and site pharmacists.

Soshanguve
Hosea Matlebjane, Pharmacist
* Katlego Mapetla, Clinic Coordinator
* Late Ulender Nzimande, Retention
Supervisor
* Mookho Malahleha, IoR
* Ross Malamatsho, CER

L]

L]

L]

participants
and community
members

Soweto - Bara

Bontle Modibedi, Team Coordinator
Fatima Laher, [oR

lanthe Wingate, Clinic Coordinator
Khanyisile Khumalo, CER

Nasreen Ahmed , Pharmacist

Soweto Kliptown

Erica Lazarus, IoR

Pontsho Seitlhamo, CER

Thokozani Makuhunga, Clinic
Coordinator

Mmamotsa Makhene, Sub-investigator
- Clinical

Moeketsi Mole, CER

Tricia Philip, Sub-investigator - CERs &
Counsellors

Tembisa

Carita Marx, Pharmacist

Yajna Duki , Project Manager
Kathy Mngadi, IoR

Nondumiso Mngadi, Quality Officer
Thabang Ntloko, CER

study
CAB

MRC

CELEBRATING

YEARS



HVTN 705/ HPX2008 Protocol Team Acknowledgements

Co-chairs

* Frank Tomaka

* Kathy Mngadi

e Susan Buchbinder
PTL/CMM

* Philipp Mann

PTL & Study Responsible
Physician
* Ludo Lavreys

Medical Officers
e Edith Swann
e Julia Hutter

Statisticians
* Alexander Luedtke
* Michal Juraska
* Peter Gilbert
» Steven Nijs

Laboratory Leads
e John Hural
e Julie McElrath
* Nicole Frahm
e Zelda Euler

4

HIV VACCINE

TRIALS NETWORK

CAB Members
* Audry Tasaranarwo
» Sibusiso Mngadi

Compound Dev. Team Lead cer

* Maria Pau

SDMC Representative
* Jessica Andriesen

DAIDS Representatives
* Carl Dieffenbach
* Dale Hu
* Mary Marovich

BMGF Representatives
* Emilio Emini
* Nina Russell
* Peggy Johnston
* Pervin Anklesaria

MHRP Representatives
* Christina Polyak
* Julie Ake
* Merlin Robb
* Nelson Michael

Ragon Representative
* Dan Barouch

e Charles Chasakara
* |vy Kaunda

CEU Representatives
* Gail Broder
* Nandi Luthuli

Clinic Coordinators
* Mmathapelo Masala
* Yajna Duki

Communications
*  Anne Rancort
* Douglas Hopper
* Jim Maynard
* Ronan Collins

CSS
o Jill Zeller

CTMs
e Caroline Borremans
» Carrie Sopher
e Chris McShane

Data Management
* Alison Ayres
* Carol Tranfaglia
* Gina Escamilla
* Olive Yuan

Editor
e Erik Schwab

Medical Safety Officer
* Raphaele Roten

Lab Representatives
* Daniel Stieh
* Georgia Tomaras
» Jenny Hendriks
* OnHo

PDMs
* Meg Trahey
* Ryan Jensen

Regulatory Affairs
* Rachael McClennen
e Laurie Rinn
* Lorenz Scheppler

RMLs
e Azwi Takalani

Statistics
* Brittany Sanchez
» Carla Truyers

MRCY | 50

CELEBRATING

YEARS



4530/2019

HVTN 705/ HPX2008 Acknowledgements

Funders & Other Collaborators

Bill & Melinda Gates Foundation (BMGF)
Janssen Vaccines & Prevention, B.V.
NIAID/DAIDS

Ragon Institute of MIT, MGH and Harvard

US Army Medical Materiel Development Activity

(USAMMDA)
| — m National Institute of
PHARMACEUTICAL COMPANIES A"ergy and
Ja nssen ) | o) yohom Infectious Diseases
“\aterielbep
A Ragon Institute  : 'Z BILL& MELINDA
f MGH, MIT and Harvard 2 2 '
) and Harvar ‘”o £ GATES fou%d&lth?’l
@ USAMMDA

|"'
<)

YEARS

®
HIV VACCINE MRC\§
,,,,,,,,,,,,, i




480/2019

4

HIV VACCINE

TRIALS

NETWORK

HVTN 705/ HPX2008 Site Acknowledgements

Bloemfontein Harare - Seke South Lusaka - ZEHRP Ndola

* Carine Pienaar, Back-Up Clinic * Angela Chishanga, Medical Officer * Elias Chambula, Pharmacist .
Coordinator * Chiedza Chirisa, CER * Hilda Phiri, CER

* QGustav Venter, Clinic Coordinator * Marvelous Sibanda, Pharmacist * Sydney Kampamba, Lab Technologist
* Marli Odendaal, Pharmacist * Portia Hunidzarira, IoR * Tyronza Sharkey, Clinic Coordinator
* Ronald Moate, CER * Thandiwe Hildah Chirenda, Clinic *  William Kilembe, IoR .
* Zaheer Hoosain, IoR Coordinator Mamelodi

Cape Town - Emavundleni Harare - St. Mary’s * Anika Naidoo, Clinic Coordinator

* Thank you to all the study site * Thank you to all the study site .
investigators, clinic coordinators, CER investigators, clinic coordinators, CER ~ *
teams, and site pharmacists. teams, and site pharmacists. .

Cape Town - Khayelitsha Klerksdorp :

Annah Pitsi, IoR

Annalie Brits, Site Manager
Asia Sithole, Pharmacist
Lucky Molefe, CER

* Thank you to all the study site * Thank you to all the study site Maputo
investigators, clinic coordinators, CER investigators, clinic coordinators, CER ~ + Carmélia Massingue, CER .
teams, and site pharmacists. teams, and site pharmacists. * Edna Viegas, PI .

Durban - eThekwini Ladysmith 0 Ké{tia. Cossq, Clinic Coordinator

* Atika Moosa, Pharmacist * Brian Groenewald, Pharmacist * Marcia Mutisse, loR . .
* Kathy Mngadi, IoR * Maryna Schoeman, Study coordinator Norma Mabota, Pharmacist .
* Kieara Ramtahal, Regulatory * Michelle Nelson, Clinic Coordinator Masiphumelele .
* Yajna Duki, Clinic Coordinator *  Phillip Kotze, lIoR e Dr. Katherine Gill, IoR .
* Keshani Naidoo, Clinical Operations .

Durban - Tongaat
* Bomkazi Tutshana, Clinic Coordinator  °

Lilongwe
Jane Kilembe, Clinic Coordinator

* Makandwe Nyirenda , Clinic * Mina Hosseinipour, IoR )
Coordinator «  MitchMatoga, Co-investigator *  Ngosa Mulubwe, Pharmacist .
«  Mandy Cobbing, Pharmacist < Mwai Chipeta, CER * Nomvo Henda, CER .
* Phindile Guga, CER * Terence Tafatatha, Co-investigator =~ Medunsa
* Reshmi Dassaye, Clinic Coordinator * Victor Palichina, Pharmacist * Smangaliso Makubu, CER .
* Vimla Naicker, IoR Lusaka - Matero * Innocentia Matjila, Clinic Coordinator
Elandsdoorn «  Bupe Sichalwe, Clinic Coordinator * Matsontso Mathebula, loR . ‘
* Desiree Pass, Clinic Coordinator * Joyce Mapanza, CER *  Selekane Marota, Pharmacist ‘
* Jerry Marobyane, CER * Mah Asombang, IoR *  Ouma Machakela, Study Nurse
* Masello Mohlala, Data Supervisor * Sam Mundia, Pharmacist Mthatha
* Miliiah Hlathi, Study Nurse *  Mpho Peter, Clinic Coordinator .
*  Trever Chokwe, Pharmacist *  Pamela Mda, CRS leader .
* Thozama Dubula, IoR .
A1 ¢ Thulile Mtubisi, Pharmacist .
StUdy partICIpantS e Zoleka Fadane, CER .

CAB and community members

Coordinator
Landisiwe Mzukwa, Clinic Coordinator

Thank you to all the study site
investigators, clinic coordinators, CER
teams, and site pharmacists.

Rustenburg

Thank you to all the study site
investigators, clinic coordinators, CER
teams, and site pharmacists.

Soshanguve

Hosea Matlebjane, Pharmacist
Katlego Mapetla, Clinic Coordinator
Kgomotso Phohu, Regulatory
Manager

Mookho Malahleha, loR

Ross Malamatsho, CER

Soweto - Bara

Anesu Tongoona, Sub-investigator
Kishendree Naicker, lIoR

Usha Singh, Pharmacist

Yandisa Nyanisa, Clinic Coordinator
Ziphezinhle Mpanza, CER

Soweto - Kliptown

Erica Lazarus, IoR

Pontsho Seitlhamo, CER

Thokozani Makuhunga, Clinic
Coordinator

Mmamotsa Makhene, Sub-
investigator - Clinical

Moeketsi Mole, CER

Tricia Philip, Sub-investigator - CERs
& Counsellors

Tembisa

Carita Marx, Pharmacist

Yajna Duki , Project Manager
Kathy Mngadi, IoR

Nondumiso Mngadi, Quality Officer

Thabang Ntloko, CER X’

CELEBRATING

I'“
J

YEARS



ACKNOWLEDGEMENTS

HVTN Core, SDMC, EMT
Larry Corey (HVTN PI), Peter Gilbert, Jim Kublin, Susan Buchbinder, Scott Hammer, Shelly Karuna,
Avy Violari & HVTN 135 Team

HVTN Lab Program | =i |
Julie McElrath, Georgia Tomaras, John Mike Cohen, Srilatha Edupuganti, Nyaradzo
Hural, Mgodi

David Montefiori, Steve DeRosa,
Erica Andersen-Nissen,
Guido Ferrari

SAMRC

Michelle Mulder DAIDS Vaccine Research Program

Carl Dieffenbach, Mary Marovich,

DST Dale Hu, Phil Renzullo, Pat D’Souza, Paul
Glaudina Loots Kitsutani, Mary Allen, Jim Lane, Mike
Pensiero

. CELEBRATING
MRC\f 5
S

YEARS



COLLABORATORS - AFRICA

Jani llesh
Johan Lombaard
Hugo Tempelman

Fatima Laher
Erica Lazarus
Linda Gail-Bekker

Gita Ramjee Maphoshane Nchabeleng
Nigel Garrett Roma Chilengi
Pam Mda

William Kilembe
William Brumskine
Zvavahera Chirenje
Mookho Malahlela
Modulakgotla Sebe
Sheena Kotze
Mublana Inambao

w ® | CELEBRATING
HIV VACCINE MRE{ \ |

Kathy Mngadi
Graeme Meintjes
Craig Innes

Phillip Kotze

Mina Hosseinipour



NIAID/DAIDS ACKNOWLEDGEMENTS

NIAID/DAIDS Senior Management
Anthony S. Fauci
Carl Dieffenbach

Preclinical Research Development Branch
Jim Bradac (Branch Chief)

Que Dang

Angela Malaspina

Nancy Miller

Jessica Santos

Alan Schultz

Stuart Shapiro

Anjali Singh

Jonathan Warren

4

HIV VACCINE

TRIALS NETWORK

VRP- Office of the Director
Kevin Ryan

Barbara Cunningham
Sherolyn Earle

Mary Nguyen

Tina Tong

Vaccine Clinical Research Branch

Dale Hu (Branch Chief)
Philip Renzullo

Mary Allen

Jane Baumblatt

Cesar Boggiano
Maggie Brewinski-lsaacs
Patricia D’Souza
Margarita Gomez

Julia Hutter

Nina Kunwar

James Lane

Pierre Paisible

Laura Polakowski
Edith Swann

Vaccine Translational Research Branch
Michael Pensiero (Branch Chief)
Maria Chiuchiolo

Jennifer Grossman

Christopher Hamlin

Sonia Gales

Vijay Mehra

Ruchi Raval

Shah Raza

Shyam Rele

Nandini Sane

Amanda Ulloa

Sujata Vijh

NIAID-funded Networks, Principal Investigators, Labs, Sites and Partners

HVTN: Larry Corey, Peter Gilbert, Scott Hammer, Jim Kublin, Julie
McElrath, Dan Barouch and Georgia Tomaras

HPTN: Mike Cohen, Srilatha Edupuganti, Nyaradzo Mgodi
VRC: John Mascola, Julie Ledgerwood, Barney Graham, Rick Koup
Janssen: Maria Pau, Frank Tomaka
Others: Ragon Institute, USAMMDA
Pox Protein Public Private Partnership (P5):

|x;1|\]\1‘1[:\1\|j\ : m) ﬁ SANOFI PASTEUR ;}j @b‘

HIV VACCINE
NIAID TRIALS NETWORK (‘ NOVARTIS




CELEBRATING

90

YEARS




