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Key Messages 
The progress achieved by the Solidarity Therapeutics Trial shows that large international trials 
are possible, even during a pandemic, and offer the promise of quickly and reliably answering 
critical public health questions concerning therapeutics. 
 

Highlights and main issues 
• Interim results from the Solidarity Therapeutics Trial, coordinated by the WHO, indicate that 

remdesivir, hydroxychloroquine, lopinavir/ritonavir and interferon regimens appeared to have 
little or no effect on 28-day mortality or the in-hospital course of COVID-19 among 
hospitalized patients. 

• The COVAX Facility will give participating countries access to the world’s largest and most 
diverse portfolio of vaccine candidates and will consider procuring any candidate vaccine that 
meets global standards set by WHO. 

• Some of the overabundance of information related to COVID-19 may be false and potentially 
harmful. A guide of how to report such misinformation is available from WHO. 

• The US FDA has issued guidance to provide sponsors of requests for Emergency Use 
Authorization (EUA) for COVID-19 vaccines with recommendations regarding the data and 
information needed to support the issuance of an EUA. It is FDA’s expectation that, following 
submission of an EUA request and issuance of an EUA, a sponsor would continue to collect 
placebo-controlled data in any ongoing trials for as long as feasible. 

• WHO has issued a Request for Proposals (RFP) for Research Collaboration Grants on 
current COVID-19 challenges related to research protocols, assays and reference standards. 

• WHO requests that NRAs increase vigilance and monitor their markets (including internet 
and business-to-business platforms) for any substandard or falsified versions of therapeutics 
for Covid-19 which have recently been the subject of intense media coverage.  
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Update on the ACT-Accelerator 
ACT-Accelerator COVAX Facility 
The Act-Accelerator is the only global framework for ensuring the fair and equitable allocation of COVID-
19 tools.  By the end of 2021, ACT-A aims to deliver 500 million diagnostic tests, 245 million courses of 
treatment and 2 billion doses of vaccines to low- and middle-income countries. 
The COVAX Facility, a specially created financial instrument within the vaccines pillar of the ACT-A, is 
an unprecedented global effort to ensure that whatever vaccine proves safe and effective, each country 
in the world has equitable access to it as quickly as possible.  The goal is to reduce the impact of the 
pandemic on people’s lives and economies.   
As of 12 October, over 180 countries and entities have signed up to the Facility, including self-financing 
countries and the 92 lower-income countries who are eligible for financial support through Gavi, the 
Vaccine Alliance.  The COVAX Facility will give participating countries access to the world’s largest and 
most diverse portfolio of vaccine candidates.   
The Facility will consider procuring any candidate vaccine that meets global standards set by 
WHO.  Possible vaccines include 9 candidates whose development is supported by CEPI and the Gates 
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Foundation (eight of these are already in clinical trials, of which 3 are in phase III trials).  In addition, 
procurement conversations with producers not currently receiving R&D funding through the COVAX 
Facility are ongoing. 

WHO COVAX: Working for global equitable access to COVID-19 vaccines 
Gavi COVAX Facility 
CEPI COVAX 

 

In vitro diagnostics 

WHO EUL and listing update 
The WHO Prequalification Unit is assessing products for Emergency Use Listing (EUL) for candidate in 
vitro diagnostics (IVDs) to detect SARS-CoV-2.  The following IVDs are eligible for EUL submission:  

• Assays for the detection of SARS-CoV-2 nucleic acid;  

• Rapid diagnostic tests and enzyme immunoassays for the detection of IgM/IgG to SARS-CoV-2; 
and  

• Rapid diagnostic tests for the detection of SARS-CoV-2 antigens. 
Manufacturers interested in the EUL submission are invited to contact WHO at diagnostics@who.int and  
schedule a pre-submission call. 
 
Applicants are asked to submit their applications for assessment based on WHO instructions and 
requirements for NAT and Ag detection RDTs and IVDs detecting antibodies to SARS-CoV-2 virus.  
 
54 expressions of interest for NAT assays, 30 for antibody detection assays and 7 for antigen detection 
RDTs have been received so far.  20 products have been listed as eligible for WHO procurement based 
on their compliance with EUL requirements.  

The status of each application: update (13 Oct 2020) 
 

IVDs listed by National Regulatory Authorities in IMDRF jurisdictions  
To help countries, WHO publishes links to emergency lists, together with contact details, on IVDs 
authorized for use in the International Medical Device Regulators Forum (IMDRF) jurisdictions along with 
other useful information on policies and guidance.  

The most recent update (23 Sept 2020)  
Note: WHO does not endorse any of the lists provided by NRAs.  The information is 
provided exclusively to assist stakeholders with identifying the links to the various lists. 

 

Therapeutics 
Solidarity Therapeutics Trial: Interim results 
In just six months, the world’s largest randomized control trial on COVID-19 therapeutics has generated 
conclusive evidence on the effectiveness of repurposed drugs for the treatment of COVID-19.  Interim 
results from the Solidarity Therapeutics Trial, coordinated by the WHO, indicate that remdesivir, 

https://www.who.int/initiatives/act-accelerator/covax
https://www.gavi.org/covax-facility
https://cepi.net/COVAX/
mailto:diagnostics@who.int
https://www.who.int/diagnostics_laboratory/200609_final_pqt_ivd_347_instruction_ncov_nat_and_ag_rdts_eul.pdf?ua=1
https://www.who.int/diagnostics_laboratory/200703_pqt_ivd_352_v2_eul_immunoassay_requirements_ncov.pdf?ua=1
https://www.who.int/diagnostics_laboratory/201013_eul_covid19_ivd_update.pdf
http://www.imdrf.org/
https://www.who.int/diagnostics_laboratory/200923_imdrf_collated_table__23_september_2020.pdf
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hydroxychloroquine, lopinavir/ritonavir and interferon regimens appeared to have little or no effect on 28-
day mortality or the in-hospital course of COVID-19 among hospitalized patients. 
The study, including 405 hospitals in 30 countries with 11,266 adults, looked at the effects of these 
treatments on overall mortality, initiation of ventilation, and duration of hospital stay in hospitalized 
patients.  Other uses of the medicines, for example in treatment of patients in the community or for 
prevention, would have to be examined using different trials. 
The progress achieved by the Solidarity Therapeutics Trial shows that large international trials are 
possible, even during a pandemic, and offer the promise of quickly and reliably answering critical public 
health questions concerning therapeutics.   
The results of the trial are under review for publication in a medical journal and have been uploaded as 
preprint at medRxiv:  

Repurposed antiviral drugs for COVID-19; interim WHO SOLIDARITY trial results 
The global platform of the Solidarity Trial is ready to rapidly evaluate promising new treatment options, 
with nearly 500 hospitals open as trial sites.  Newer antiviral drugs, immunomodulators and anti-SARS 
COV-2 monoclonal antibodies are now being considered for evaluation. 
 

Research mapping of candidate therapeutics  
A living research mapping of candidate COVID-19 therapeutics, displaying studies per country, showing 
study design, disease severity in study participants, and type of treatment being studied, as well as 
network maps of these studies, has been made available at: https://www.covid-nma.com/dataviz/ 
 

Living synthesis of Covid-19 study results 
A list of treatment comparisons, a summary of the evidence for that comparison, and a detailed 
description of primary studies, including a risk of bias assessment is at: https://covid-
nma.com/living_data/index.php 
 

Vaccines 
Principles for the Evaluation of COVID-19 vaccines, Japan 
The Office of Vaccines and Blood Products, Pharmaceuticals and Medical Devices Agency, Japan has 
published an English translation of guidance for the evaluation of vaccines against SARS CoV2 originally 
published in September.  The document presents basic principles concerning the efficacy and safety 
evaluation to develop a SARS-CoV-2 vaccine in Japan, based on the situation as of August 2020.  
It is noted, however, that although the principles presented in the document are based on current 
knowledge and have been developed after discussions with experts on infectious diseases and 
vaccines, they may change in accordance with new findings and the status of SARS-CoV-2 vaccine 
development in Japan and overseas.  

Principles for the Evaluation of Vaccines Against the Novel Coronavirus SARS-CoV-2 
 

US FDA Emergency Use Authorization for COVID-19 vaccines  
FDA has issued guidance to provide sponsors of requests for Emergency Use Authorization (EUA) for 
vaccines to prevent COVID-19 – Guidance for industry - with recommendations regarding the data and 

https://www.medrxiv.org/content/10.1101/2020.10.15.20209817v1
https://www.covid-nma.com/dataviz/
https://covid-nma.com/living_data/index.php
https://covid-nma.com/living_data/index.php
https://www.pmda.go.jp/files/000237021.pdf
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key information needed to support the issuance of an EUA.  The guidance document describes the 
Agency’s current thinking on the topic and is being implemented immediately, but it remains subject to 
comment in accordance with the Agency’s good guidance practices.  The guidance also discusses the 
circumstances under which the issuance of an EUA for a COVID-19 vaccine would be appropriate.  
These vaccines have the potential for broad use under an EUA.   
In the case of investigational vaccines being developed for the prevention of COVID-19, any assessment 
regarding an EUA will be made on a case by case basis considering the target population, the 
characteristics of the product, the preclinical and human clinical study data on the product, and the 
totality of the available scientific evidence relevant to the product.  
For a COVID-19 vaccine for which there is adequate manufacturing information to ensure its quality and 
consistency, issuance of an EUA would require a determination by FDA that the vaccine’s benefits 
outweigh its risks based on data from at least one well-designed Phase 3 clinical trial that demonstrates 
the vaccine’s safety and efficacy in a clear and compelling manner.   
It is FDA’s expectation that, following submission of an EUA request and issuance of an EUA, a sponsor 
would continue to collect placebo-controlled data in any ongoing trials for as long as feasible and would 
also work towards submission of a Biologics License Application as soon as possible. 

Emergency Use Authorization for Vaccines to Prevent COVID-19 (Oct 2020) 
 

Critical evidence questions for COVID-19 vaccines policy making 
The WHO Strategic Advisory Group of Experts (SAGE) on immunization working group on covid-19 
vaccines has listed areas of evidence that would assist SAGE to formulate policy recommendations for 
consideration by WHO regarding the use of COVID-19 vaccines as they become available.  It is not 
intended as alternative to the lists of requirements for licensure as formulated by regulatory bodies nor 
does it replace or provide an alternative to the WHO Target Product Profile.  Rather, based on the 
current scientific thinking, it reflects the evidence-needs for COVID-19 vaccine policy making.  
The aim is to assist SAGE in deciding upon the optimal use given the limited vaccine supply in order to 
maximize impact on the pandemic in different populations and epidemiologic settings.  
The questions are grouped by criteria that SAGE takes into consideration in the context of vaccine 
policymaking and which are outlined in its Evidence to-Recommendation framework1:  

• disease epidemiology and clinical profile;  
• the benefits and harms of the options;  
• values pertaining to the importance of the desirable and undesirable effects;  
• equity and ethical considerations;  
• feasibility and resource implications including economic considerations;  
• social values and preferences, and acceptability;  
• health-system opportunities and interaction with other existing intervention and control strategies 

Critical evidence questions for COVID-19 vaccines policy making 
 

Living mapping and living systematic review of COVID-19 studies 
Living mapping and living systematic reviews are available based on daily searches of the literature for 
candidate vaccines against COVID-19.  
The tool allows vaccine comparisons where data are available as well as a table with the general 

 
1 WHO Guidance for the development of evidence-based vaccination related recommendations (Jan 2017) 

https://www.fda.gov/media/142749/download
https://www.who.int/docs/default-source/immunization/sage/2020/october/sage-wg-critical-questions-covid19-vaccine.pdf
https://covid-nma.com/vaccines/#table1
https://www.who.int/immunization/sage/Guidelines_development_recommendations.pdf
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characteristics of each trial. For each vaccine comparison, forest plots for all the outcomes of interest are 
available as well as the Summary of Findings table. 

The mapping tool is available at: https://covid-nma.com/vaccines/mapping/ 
 

Landscape of candidate vaccines for SARS-CoV-2 
A landscape analysis of candidate SARS-CoV-2 vaccines is regularly published by WHO.  Currently, 
over 150 vaccines are in preclinical evaluation.  Of these, 42 candidate vaccines are in human trial. 
About 10 are in or entering phase III trials.  There are several others currently in phase I/II, which will 
enter phase III in the coming 2 months.  This is a very robust pipeline – the more candidates, the more 
opportunities for success (typically success rate of candidate vaccines is 10%).  The candidate vaccines 
are of various types – virus vaccines using live attenuated virus, viral vector vaccines, protein-based 
vaccines, and nucleic acid or RNA and DNA vaccines, which are completely new platforms. 
A landscape analysis of candidate SARS-CoV-2 vaccines is regularly published by WHO.  

Landscape of COVID-19 candidate vaccines (15 Oct 2020) 
 

Research protocols, assays and reference standards 
WHO Research Collaboration Grants on current COVID-19 Challenges 
WHO has issued a Request for Proposals (RFP) for any of the following research gaps on COVID-19:  

1. Establishment of a COVID-19 Vaccine enhanced disease model to provide a framework for 
evaluation of vaccine candidates.  

2. Establishment of a model of severe COVID-19 to test rescue antivirals, vaccines and other 
therapeutics and also to understand severe disease risk in humans  

3. Provide further insight into SARS-CoV-2 modes of transmission  
4. Identification of disease biomarkers and correlates of immunity and protection  
5. Establishment of a model to test protection exerted by passive transfer of human serum 

collected in vaccine trials  
6. Compile a data repository of SARS-CoV-2 stocks and other critical reagents globally  
7. Establishment of complex human tissue culture models as alternatives to animal models for 

testing of COVID-19 medical countermeasures  
8. Establishment of a digital project to compile and summarize published COVID-19 research data  
9. Establishment of methods of SARS-CoV-2 propagation to ensure working stocks reflect the 

current pathogenicity and genetic composition of circulating global clades  
The deadline for submission of proposals is 26 October 2020.  

WHO Research Collaboration Grants on current COVID-19 Challenges  
 

WHO Working Group: Assays and reference preparations 
A research study to compare a point of care (POC) lateral-flow antibody assay against three ELISA tests 
for SARS CoV-2 antibody was described in the 7 October meeting.  The POC assay studied is a finger-
prick test designed to detect IgG antibodies to the full-length SARS CoV-2 spike protein in 20 minutes.  

https://covid-nma.com/vaccines/mapping/
https://www.ungm.org/Public/Notice/115502
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The study found that 297/304 stored blood samples that were antibody positive in all three ELISA tests 
were positive in the POC test, giving a sensitivity of 97.7%.  All 350 stored blood samples that were 
antibody negative in all three ELISA tests were also negative in the POC test, giving a specificity of 
100%.  These data were obtained under carefully controlled laboratory conditions.   
The researchers are now testing the usability of the assay in a 2000-person study in an open-air mobile 
testing setting.  
In the same meeting a laboratory that will be involved in the centralized assay of T-cells from vaccine 
trials for CEPI described a study of four functional T cell assays in health care workers.  Of note, higher 
T cell responses were seen in individuals who had symptomatic SARS CoV2 infection compared to 
those who had asymptomatic infection.  The laboratory had not yet studied the Th1/Th2 balance in these 
naturally infected individuals. 
 

WHO Working Group: Animal models 
The detection and effects of mutations that occur during the course of cell-culture propagation of virus 
stocks were discussed in the 8 October meeting.  As laboratory experience has accumulated with 
SARS-Cov 2, genome instability, in at least some parts of the genome, has been noted due to passage 
in some cell lines.  Deletions in the furin-cleavage site are associated with decreased virulence in 
hamster models.  On the other hand, variants in the spike protein have not been detected.  The need for 
reference sequences was noted to facilitate application of whole genome sequencing, the method of 
choice to detect mutations. 
The effect of D614G substitutions in the spike protein were described in the 15 October meeting.  This is 
a naturally occurring mutation that was detected early in the pandemic and now is globally widespread.  
Patients infected with this virus have higher viral loads, but no more severe disease compared to 
infections with other variants.  Two studies found that viruses with the D614G substitution exhibited 
efficient replication in hamsters, and more efficient transmission between cage mates, than other SARS 
CoV 2 variants.  An increased weight loss in hamsters infected with the D614G variant was also 
observed but further study is needed to explain this finding.  
 

Substandard and falsified medical products 
The 9th meeting of the Member State mechanism on SF medical products will take place on 28-30 
October, preceded by a Steering Committee on 27 October 2020.  Progress on the workplan and roles 
of regulatory authorities in designing and implementing policies that impact access – in particular in the 
context of Covid19 – are expected to be discussed.  
WHO are currently investigating reports of suspect SF in vitro diagnostics.  A particular incident 
highlights the gaps/lack of regulatory checks and balances for IVDs in some jurisdictions.   
WHO is also investigating reports of a suspect falsified vaccine for Covid19 designed to imitate a 
vaccine that is currently under clinical trial phase.   
WHO also requests that NRAs increase vigilance and monitor their markets (including internet and 
business-to-business platforms) for any SF versions of therapeutics for Covid-19 which have been 
recently been the subject of intense media coverage.  
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Alignment of approaches by regulators 
Regulatory agilities used during COVID-19 
On behalf of ICMRA, a discussion team from WHO, AIFA Italy and PMDA Japan, analyzed regulatory 
agilities that have been implemented in the context of COVID-19.  The methodology used, key 
outcomes, limitations of the study, and recommendations of what could be considered as best practices, 
grouped either as applicable only for Covid-19 or those that could be maintained beyond the pandemic, 
were recently presented to ICMRA.   
The review focused on documents that were published between February and June 2020.  Examples of 
agilities that were considered were in the areas of clinical trial oversight, registration and market 
authorization, inspections (GMP, GCP, GDP/Import & Export, GLP), post approval activities and 
pharmacovigilance, facilitating access and managing shortages, and medical devices and sanitizers.  
Overall recommendations were to monitor and further discuss the practices that have been implemented 
to assess their effectiveness after an adequate time of implementation.  For this purpose, criteria need to 
be developed.  It will be important to identify at local/regional/global level practices and workarounds with 
no or limited added value and no positive effect on accelerating or facilitating access to COVID-19 
therapeutics / vaccines / devices or facilitating all the other non-COVID-19 regulatory activities.  On the 
other hand, identification of best practices applicable to other potential pandemics or crisis scenarios will 
be very helpful.   
There was also general agreement on those best practices that have proved to be effective, and are also 
broadly applicable for regulatory practice, to be included in official guidance documents (e.g. updates to 
WHO Good Regulatory Practices). 

Annex: Regulatory agilities used during COVID-19 (Presentation to ICMRA)  
 

Communication tools 
How to report misinformation 
As the world responds to the COVID-19 pandemic, we face the challenge of an overabundance of 
information related to the virus.  Some of this information may be false and potentially harmful.  
Inaccurate information spreads widely and at speed, making it more difficult for the public to identify 
verified facts and advice from trusted sources, such as their local health authority or WHO.  However, 
everyone can help to stop the spread.  
If you see content online that you believe to be false or misleading, you can report it to the hosting social 
media platform. 

How to report misinformation online 
  

https://www.who.int/campaigns/connecting-the-world-to-combat-coronavirus/how-to-report-misinformation-online
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Annex: Regulatory agilities used during COVID-19 
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