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Global Situation

(as of 8 December 10H CET)

e  Cumulative: Countries with the highest number of new cases in previous 24 hours
— 266,504,411 confirmed cases. New Total New Total
— 5,268,849 deaths. Country Cases Cases Deaths Deaths
United States of 190,353 48,982,584 1,243 783,433
America

Germany 69,601 6,291,621 527 104,047
France 58,852 7,749,620 171 117,404
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n ’ Z Russian Federation 30,752 9,895,597 1,179 284,823
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WHO African Region

(as of 8 December 10H CET)

Number of cases

Previous 24 hours:

— 29,210 new confirmed cases from 29 countries.

— 143 new deaths from 16 countries.

— 4.2% of new global cases and 1.9% of new global deaths
Cumulative:

— 6,408,551 confirmed cases.
— 153,503 deaths.
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Countries with the highest number of new cases in previous 24 hours
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Trends of SARS-COV-2 cases and hospitalizations South Africa

Eastern Cape

Daily admissions
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Increase in hospitalisations most prominent in Gauteng —
centre of Omicron outbreak
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Proportion of SARS-CoV-2 VOCs variants over time: Globally and South
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https://nextstrain.org/ncov/global

Under an IMST, WHO is assessing the threat of VOCs (including omicron)

3 key properties of a variant are likely to influence the overall threat from it.

TAG for Virus Evolution

is assessing its effect on transmission, disease severity, vaccines,
therapeutics and diagnostics, and the effectiveness of PHSMs

———5

WG for Clinical Management Networks  «* ~ The R&D Blueprint for Epidemics
is assessing i ) \ is convening researchers to identify knowledge gaps, and studies
: Ing Impacts (.)f .VOCS on current vaccines and / = H™HH needed to answer the most pressing questions.
WHO Global Clinical Platform for COVID Its transm|SS|b|||ty p 94

\ Omicron variant assays & animal models study tracker
/ (relative to circulating variants)

The WG on vaccines TPPs
Its ability to evade is reviewing current desirable and minimum criteria for vaccines.

Therapeutics Prioritization '
Immune responses

is analyzing the possible effects on treatment of

The Joint Advisory Group on ‘

hospitalized patients. H i
Its virulence (prior infection and vaccines & _ WHO BioHub sy_stem _
bility to cause sSUSEE disease) Rk a reliable, safe, and transp_arem mecham_sm to voluntarily
(ability therapeutics) / share novel biological materials

WG on outpatient platform trials
is reviewing trial designs and challenges \ \ / Regulatory Convergence
- via ICMRA

— [ | ] For evaluation of variant specific vaccines

TAG for COVID-19 Vaccine Composition SAGE for vaccines
is assessing impacts of VOCs on current vaccines and determining whether changes is reviewing data to develop evidence based recommendations on
to the composition of vaccines are needed. the vaccination policies and target populations.

Thousands of researchers around the world are contributing their data and expertise to the deliberations
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Omicron implications for diagnostics and therapeutics

Negative control

Patient specimen

SARS-CoV-2 Ag-RDT testing with left-over patient specimen, Omicron VOC, 01.12.2021

Test results on TaqPath
Thermofisher Assay:

N gene Ct=19
ORF1Ct=18.4

S gene Ct = not detected
Confirmation of Omicron-
indicative mutations by partial
Sanger sequencing of the
Spike

Application of 5 pl of original
VTM + buffer of the kit

Testing performed in duplicates

Ac-RDT tests used,

1) Panbio COVID-19 Ag Rapid
test device (Abbott)

2) Flowflex (ACON biotech)

3) Standard Q CoVID19 Ag
(SD Biosensor/Roche)

4) Sure Status Covid-19
Antigen Card Test (Premier
Medical Corporation)

5) OnSite COVID-19 Ag RDT

Credit: (CTK Biotech)

Meriem Bekliz, PhD, Isabella Eckerle, MD, on behalf of the Geneva Centre for Emerging Viral Diseases, University Hospitals of Geneva & HapRas ﬁf | UNIVERSITE

University of Geneva. Ag-RDTs received from F ion for | ive New Di ics (FIND), Geneva m st " DE GENEVE _
Tacue ot wEDkoR:

[ ]

PCR assays (with multiple gene targets) continue to
detect SARS-CoV-2 infection, including Omicron
Antigen-detection tests (Ag-RDTs) are expected to
continue to detect SARS-CoV-2 infection, including
Omicron

T3y, World Health
%Y Organization

* Focus initial research efforts
on:

* antigen binding and
virus neutralization by
antiviral monoclonal
antibodies

* characterization of
the COVID-19
phenotype caused by
infection with
Omicron variant

WHO R&.D Blueprint

WHO Joint Advisory Group on COVID 19 Therapeutics Prioritization
DRAFT Statement on the possible effects of the new SARS CoV-2 Omicro
variant on freatment of hospitalized COVID-19 patient
WHO reference number

© World Health Organization 2021. Al ights reserved

1 December 2021
Geneva, Switzerland
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In vitro In vivo
Antiviral assessment Live virus Binding IgG mAb Therapeutic
neutralization efficacy efficacy

Neutralizing monoclonal

Antibody 53 3 52

Antivirals X X
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From VOC designation to policy recommendations for variant specific
vaccines

Virus

evaluation

Vaccine Variant- Target
omposition specific population,

Monitoring &
surveillance )))
TAG-VE

Which variants warrant
further investigation

o Defines VOIs or VOCs

o Assess impact on
interventions & tools

vaccine schedule

Assess impact Evaluates variant- ))) Provides pOIiCY
of VOCs ))) specific vaccine recommendations

TAG-COVAC EUL/PQ SAGE

o Define goals of vaccination,

o Determine whether o  Determine whether evider.1ce target populations and vaccine
changes to vaccine on modified vaccine permits schedules
composition are needed regulatory approval

a S
Define priority research agenda
R&D Blueprint Expert Groups

o Live critical appraisal of emerging data
o Design of methods for evaluation of variant specific vaccines (pre-clinical & clinical
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Priorities

» Coordinated characterization, risk assessment and required research and
innovation leading to evidence-based decision-making and policy formation

* Intensify efforts to drive down/keep down transmission — strengthen PHSM

* Accelerating higher, verified COVID-19 vaccines coverage, among the most
vulnerable populations and HCWs, supported by strong risk communication and
community engagement

» Supporting all countries to enhance clinical pathways, surveillance and laboratory
systems including genomic sequencing, with a particular focus on LMICs

Suppress Protect the Reduce morbidity Strengthen
Reduce Exposure . . . .-
transmission vulnerable and mortality communities

Vaccines AND, not Vaccines ONLY






B.1.1.529 Variant of Concern: Omicron

Clinical Data Platform - for severity monitoring CRF
The WHO Global Clinical Platform for COVID-19
COVID_ClinPlatform@who.int

WHO Global COVID-19 Clinical Platform

WHO COVID-19 Clinical Platform - OpenClinica Data Platform
The platform is a secure. limited-access. password- protected data capture platform
hosted on OpenClinica. WHO will use the anonymized COVID-19 data solely for the
peemitted purpasels) for which it is provided to WHO, and will protect the
confidentiality and security of the Anonymized Data, in each case. in accordance
with the Tarm of Use applicable 1o the Global COVID-19 Clinical Data Platform
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Global understanding of the severity, clinical features and prognostic factors of
COVID-19 in different settings and populations remains incomplete. WHO therefore
invites Member States. health facilities and other entities to participate in the globsl
effort 1o collect anonymized clinical data relating to suspected or confirmed cases of
COVID-19 and contribute data 1o the Global COVID- 19 Clinical Data Platform.

Countries v

A Health Topics v

'WHO will use the information to inform

1). Characterization of the key clinical features and prognostic factors of
cases of suspected or confirmed COVID-19, thereby increase understanding of
the severity, spectrum, and impact of the disease in the hospitalized population
globally. in different countries.

2). Characterization of clinical interventions. thereby facilitating global and
national operational planning during the COVID-19 pandemic

The WHO Global Clinical Platform for COVID-19

Global understanding of the natural history of COVID-19, its clinical features, pragnostic
the WHO has created a global clinical platform of patient-level anonymized clinical data
protected platform hosted on OpenClinica.

Questions on the platform can be directed to: COVID ClinPlatform@whe.int.

Information sheet
Term of Use
Instructions to complete CRE
Instructions to cempiste Pregnancy CRE

The objectives of the Platform are to: £ %\
8
p S

1. Describe the clinical characteristics of COVID-19

WHO Global Clinical Platform for COV

Information on the WHO Global C

(g‘ World Health
%7 Organization

Dashboard Navigation

1. Introduction
@ 2. Country Contributors
3. Overview
4. Underlying Conditions
5. COVID-19 & HIV
6. Vital Signs on Admission

7. Patient Outcomes

@ Select page then click "go"

12 compiste
2. Assess the variations in clinical characteristics of COVID-19

3. Identify the association of clinical characteristics of COVID-19 with outcomes
4. Describe the temporal frends in clinical characteristics of COVID-19

Instructions to upload clinical data to the Global Clinical Platform

The WHO invites Member States, health facilities and other entities to participate in the global effort to collect anonymized clinical data relating to
suspected or confirmed cases of COVID-19 and contribute data to the WHO Global Clinical Platform.
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Countries contributing data to the WHO Platform (June, 2021)

Global COVID-19 Clinical Data Platform: Data Contributor:

Core CRF

Clinical information on children/adults hospitalized
with suspected or confirmed COVID-19
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Completion Guidance
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MODULE 1. Complete on hospital admission (within 24 hrs from hospital admission)

Facility name

Country

Date of admis:
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WHO Global Clinical Platform for COVID-19
CORE CASE REPORT FORM (CRF)

INTRODUCTION

In response to the COVID-19 pandemic, the World Health Organization (WHO) has launched a global
COVID-19 anonymized clinical data platiorm (the “COVID-19 Ciinical Platiorm’) to enable State Parties to the Intemational
Health ions (IHR] hare with WHO ized clinical data related to patients with suspected or
confirmed infections with SARS-CoV-2 (collectively “anonymized COVID-18 data’). The anonymized COVID-19 data
received by WHO will remain the pr of the contributing Entity and will be used by WHO for purposes of veriication,
assessment and assistance pursuant to the IHR (2005), including to inform the public health and clinical operation
response in connection with the COVID-19 outbreak. To help achieve these objectives, WHO has established an
independent Ciinical Advisory Group to advise WHO on global reporting and analysis of the anonymized clinical COVII
data. State Parties and other eniities are invited to contact WHO to ebtain more information about how to contribute
anonymized clinical COVID-19 data to the WHO Clinical Platform. To preserve the security and confidentialty of the
anonymized COVID-19 data, State Parties and other entities are respectfully requested to take all necessary measures to
protect their respective log-in credentials and passwords to the COVID-19 Clinical Platform.

=

The anonymized COVID-19 data will be stored in the WHO COVID-19 Clinical Platform, which is a secured, access-
limited, password protected electronic platform. WHO will (i) protect the confidentiality and prevent the unauthorized
disclosure of the ized COVID-19 data; (i) i and maintain technical and organizati

security measures to protect the security of the anonymized COVID-19 data and the COVID-19 Clinical Platform. In
accordance with Arlicle 11(4) of the IHR (2005), WHO will not make the anonymized COVID-19 data generally available to
other State Parties or entities until such time as any of the conditions set forth in paragraph 2 of Article 11 are first met,
and following consultation with affected countries/entities. Pursuant to that same Article 11, WHO will not make th
anonymized COVID-19 data available to the public, unless and unti the anonymized COVID-19 data have already been
made available to State Parties, and provided that ather information about the COVID-19 epidemic has already become
publicly available and there is a need for the dissemination of itative and i information.

To contribute data to the WHO GOVID-19 Clinical Platform or to receive more information, please contact:
COVID_ClinPlatform@who.

‘CASE REPORT FORM (CRF)

‘The Core CRF is designed to collect data obtained through examination, interview and review of hospital notes. Data may
be collected prospectively or retrospeciively. The data collection period is defined as the period from hospital admission to
discharge, transfer, death, or continued hospitalization without possibility of continued data collection.

This CRF has 4 modules:

Module 1: 1o be completed on admission to the health centre (within 24 hours of admission).
Medule 2: to be completed on ICU admission or ICU transfer (within 24 hours of admissionftransfer).
Module 3: to be completed at discharge or death.

Pregnancy Module: to be completed if: currently pregnant or <=21 days from pregnancy outcome

‘GENERAL GUIDANCE

Participant identification numbers consist of a site code and a participant number. You can register on the data
management system by contacting COVID_C and our data team will contact
you with instructions for data entry and will assign you a 5-digit site code at that fime.

+  Please contact us at COVID_ClinPlatiorm@who.int for any information.
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https://www.who.int/teams/health-care-readiness-clinical-unit/covid-19/data-platform
mailto:COVID_ClinPlatform@who.int

