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Vacunas (MARTIN DELANEY PRESENTATION) » LINK a la sesidn e0e!

VACCINE NATIONALISM IS KILLING US: HOW INEQUITIES IN

RESEARCH AND ACCESS TO SARS-CoV-2 VACCINES WILL
PERPETUATE THE PANDEMIC

e Opportt id Opportunistic Inf
A People’s Vaccine. -~

Everyone.

v BN Sign the Call for Global Vaccine Equity

Access for All.

rvacntacty

s - Started by scientists, public health and legal experts, and community leaders assembled
from around the world for the Conference on Retroviruses and Opportunistic Infections
(CROI), a working group drafted this call to the global leaders for vaccine equity and
welcomes signatures from the wider community.

Read the full text: oneillinstitute.org/COVIDVaccineStatement
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Conferwice om Retrovieusss and Opporunisti Infscions.

* Required

Segun COVAX, solamente el 25 % de la poblacién vulnerable

estara vacunada a finales de 2021 » LINK a la declaracién



https://www.vcroi2021.org/live-stream/19762721/OPENING-SESSION
https://docs.google.com/forms/d/e/1FAIpQLSdOMHWs_cAcKRqlXGW9TKGsBTtluDoml8uIsKoB33DCMOUVcQ/viewform
https://www.vcroi2021.org/sessions/19762721/subsession/25643058/VACCINE-NATIONALISM-IS-KILLING-US-HOW-INEQUITIES-IN-RESEARCH-AND-ACCESS-TO-SARS-CoV-2-VACCINES-WILL-PERPETUATE-THE-PANDEMIC
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Vacunas (N'GALY-MANN LECTURE) LINK a la sesién

NIAID COVID-19 Preventlon Network
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Anthony S Fauci

Lessons from the Concurrent COVID-19
National Institute of and HIV Pandemics

Allergy and Infectious
Diseases B Epidemiology/Natural history

B Non-vaccine prevention

M Vaccine prevention

I Efficacy versus effectiveness

B Denialism


https://www.vcroi2021.org/live-stream/19762721/OPENING-SESSION

VCICU“CIS (Disefio de ensayos clinicos)

Lori Dodd

National Institutes of
Health

LINK a la sesidon

POSTCROI2021

Ideal Characteristics of RCT for treatment
(not exhaustive)

1. Blinded, placebo-controlled
2. Randomization stratified by disease severity and hospital site (due to the high variability of disease

spectrum/presentation, local standard of care, and health care system capacity

3. Objectively measured and clinically meaningful endpoints with common follow-up intervals on all

participants
Efficient trial design
Concurrent controls

4
S5
6. Adequate statistical power
7

Procedures with an acceptable type | error rate
-includes interim data locks, secondary endpoints and subgroups

8. High-quality data collection that captures safety data

9. Collection of clinically relevant secondary endpoints

10. Statistical analysis plan finalized prior to any interim data looks

11. Trial with sufficient flexibility to adapt to dynamic environment of an outbreak/pandemic but

within limits (being too adaptive can compromise scientific rigor)

Summary and Discussion

+ Highly successful first-generation COVID vaccine efficacy trial designs
o Rapid results
o Definitive answers
o Adaptive to emerging data
and resulting in EUA of (3) highly effective COVID vaccines in the US and
(2) others approved internationally

+ Critical open questions and global need for additional vaccine require
more complex next-generation trial designs, reflecting
o Complexity inherent in addressing open questions
o Optimal trial design in the context of approved/licensed vaccines
o Uncertainty in mechanisms and predictors of vaccine efficacy

Holly Janes

Fred Hutchinson
Cancer Research
Center

Remdesivir Studies

Placebo-

controlled
Cao study
K
AcTT-1 Yes
22
Spinner etal: No
5vs10days
Solidarity No
Discovery No
(subset of
Solidarity Trial) =

Primary
Endpoint
Time to clinical
improvement

(28days)
Time to recovery.
(28 days)

v
Ordinal score at day.
1n

In-hospital
mortality
w

Ordinal score at day.
15

Tocilizumab Studies

Adequately Quality for Recovery No Mortaity. Yes Yes ?
powered approvals? (28 days)
Yes No

REMAP-CAP No Resp and organ-free support  Response-adaptive Yes ?
v - ? (day21) randomization !
Yes Yes for primary
Not for mortality COVACTA| Yes. Intubation/death Yes Yes ?
v v g BACCBay Yes Intubation or death Yes Yes ?
Yes Yes for primary,
> No for other
‘endpoints ? EMPACTA No Intubation/death Yes Yes ?
Yes Yes (Day 28)
TociBRAS o Ordinal scale Yes o ?
v e - (0ay 15)
Yes o Unknown to me CORIMUNO-19 Survival without vent Yes No ?

(03y28)
RCT-TC2COVID-19 o Itubation/death/cinical Yes No ?

v ? ? ‘aggravation

Concurrent Adequately | Quality for
controls powered approvals

-Disefio de ensayos de nuevas vacunas contra variantes?

-Como optimizarlos en el tiempo?


https://www.vcroi2021.org/live-stream/19762723/CLINICAL-TRIAL-DESIGN-AND-ANALYSIS

Tratamientos (review) PUSTEROl02

Got anything for this cough?

Davey M Smith

Chief of Infectious Diseases & Global Public Health
Professor of Medicine
UC San Diego, California, USA

Disclosure: Bayer, Arena Pharmaceuticals, Kiadis Pharmaceuticals, Safe Aloha, FluxErgy
Linear Therapies, Protocol Co-Chair for ACTIV-2

SnN DIEGO | CENTER FOR AIDS RESEARCH



https://www.vcroi2021.org/sessions/19762741/NOVEL-ANTIVIRAL-STRATEGIES-AND-HOW-TO-DEPLOY-THEM
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Tratamientos (review)
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https://www.vcroi2021.org/sessions/19762741/NOVEL-ANTIVIRAL-STRATEGIES-AND-HOW-TO-DEPLOY-THEM

Tratamientos (Nuevas estrategias) » NK & 1o ecin POSTCROI 2021

SARS-CoV-2-TREATMENT-CLINICAL-INTERVENTIONS

Avifavir (favipiravir) Remdesivir Convalescent plasma Molnupiravir
1200-1600 mg/day 200 mg/day B-cell depleted individuals 200-800 mg/day
940 participants 1767 participants 23 individuals 52 participants

Day 28 all-cause mortality_
Reduced Mortality Rate

100 Figure 1. Proportion of overall participants with positive viral
:\5 ] culture by RT-PCR (for participants positive at baseline)
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Remdesivir cohort Non-remdesivir cohort

m AVIFAVIR Standard of care
N=470 N=470

27 (5.7%) 39 (8.3%) (n=368) (n=1399)"



https://www.vcroi2021.org/sessions/19764945/SARS-CoV-2-TREATMENT-CLINICAL-INTERVENTIONS

POSTCROI2021

Trata mienios (Nuevas estrategias, anticuerpos” LINK a la sesién

NEW-WEAPONS-AGAINST-SARS-CoV-2-AND-HIV

Bamlanivimab Bamlanivimab + Etesevimab REGEN-COV Convalescent plasma
(targeting RBD) (targeting RBD) Targeting RBD

4200 mg

Early infection Early infection Early infection Severe infection
1175 participants 155 participants 409 individuals 87 individuals

COVID-19 RELATED HOSPITALIZATION
OR ANY-CAUSE DEATH BY DAY 29
vents al

Treatment
Placebo

Bamlanivimab 2800 mg
+ Etesevimab 2800 mg

Days snce incusion

Time (Neeks) from First Positive SARS-Cov-2 Test

Proportion of Participants (%)



https://www.vcroi2021.org/live-stream/19762744/NEW-WEAPONS-AGAINST-SARS-CoV-2-AND-HIV
https://www.vcroi2021.org/live-stream/19762744/NEW-WEAPONS-AGAINST-SARS-CoV-2-AND-HIV

Tratam ienios (futuro) » LINK a la sesién PO TEROLe0r

NOVEL TREATMENTS FOR SARS-CoV-2: STARTING AT THE BENCH

RNA de cadena negativa Inhibidores de entrada Inhibidores de la proteasa Bemcentimib
Codifica para la toxina diftérica  (multiples estrategias) ALG-097111 (hamsters) AXL TYr Kinasa inhibitor
Administrados como AAV

In vivo activity: Kaplan Meier Plot -
Roborovski Dwarf Hamster Model
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https://www.vcroi2021.org/sessions/19764934/NOVEL-TREATMENTS-FOR-SARS-CoV-2-STARTING-AT-THE-BENCH
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Info adicional



https://www.vcroi2021.org/live-stream/19762762/COVID-19-CLINICAL-CONTROVERSIES
https://www.vcroi2021.org/live-stream/19762764/SARS-CoV-2-AND-THE-HOST-IMMUNE-RESPONSE-GOOD-VS-BAD-IMMUNITY
https://www.vcroi2021.org/sessions/19762739/COVID-19-FAR-MORE-THAN-JUST-THE-LUNGS
https://www.vcroi2021.org/sessions/19764895/EVOLUTION-OF-ANTIBODY-RESPONSES-TO-SARS-CoV-2-INFECTION
https://www.vcroi2021.org/sessions/19764874/CELLULAR-IMMUNE-RESPONSES-TO-SARS-CoV-2
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iMUCHAS GRACIAS!

Por vuestra atencion y vuestras contribuciones al CROI !!

Julia Blanco, PhD Senior Researcher IrsiCaixa/IGTP/UVIC-UCC



