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Key Messages 
The IMF, WB, WHO and WTO principals have called for US$50 billion investment to 
generate US$9 trillion in global economic returns by 2025 and boost manufacturing 
capacity, supply, trade flows and the equitable distribution of diagnostics, oxygen, 
treatments, medical supplies and vaccines.  
WHO has called on Member States to support a massive push to vaccinate at least 10 
percent of the population of every country by September, and a “Drive to December” to 
achieve the goal of vaccinating at least 30 percent by the end of the year.  Three actions 
are needed to make the “drive to December” happen are: 1) sharing of vaccine doses 
through COVAX now, 2) scale-up manufacturing, and 3) fully funding the ACT Accelerator. 
 

Highlights and main issues 
• WHO has recommended listing of the second inactivated COVID-19 vaccine, Sinovac 

CoronaVac, for Emergency Use Listing.  

• The COVID-19 subcommittee of the WHO Global Advisory Committee on Vaccine 
Safety (GACVS) is reviewing reports of a small number of cases of myocarditis 
reported in individuals vaccinated with the COVID-19 mRNA vaccines. 

• To assist public discussion of SARS CoV-2 variants, WHO has published the 
harmonized naming scheme using Greek letters.  Alpha refers to the B.1.1.7 variant 
first detected in the UK, Beta, the B.1.351 variant first detected in South Africa, 
Gamma, P.1 variant first detected in Brazil/Japan and Delta, the B.1.617.2 variant first 
detected in India.  Current variants of interest are also named under the new scheme. 

• To enhance the rapid sharing of viruses and other pathogens between laboratories 
and partners globally, WHO and the Swiss Confederation have signed a Memorandum 
of Understanding to launch the first WHO BioHub Facility. SARS-COV-2 and its 
variants are being used as a pilot to test the feasibility and operational arrangements 
for sharing such materials with the facilities in the new WHO BioHub System. 

• WHO has introduced risk-based mechanism for WHO Emergency Use Listed in vitro 
diagnostics similar to the WHO Collaborative Registration Procedure (CRP). 

• Antifungal medicines are reported in shortage considering outbreaks of mucormycosis 
(black fungus). 

• Member States are called upon to renew and expand the collective commitment and to 
pro-actively engage with key stakeholders in their territories and encourage intellectual 
property sharing and technology transfer through the WHO COVID-19 Technology 
Access Pool. 

• WHO has committed to holding the first ever World Local Production Forum in June, 
convening countries, partners and other stakeholders to discuss strategies to promote 
local production to improve access to health products during the current pandemic and 
beyond. 
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Virus variants 
Naming SARS CoV-2 variants   
To assist with public discussions of variants, WHO convened a group of scientists from the WHO 
Virus Evolution Working Group, the WHO COVID-19 reference laboratory network, representatives 
from GISAID, Nextstrain, Pango and additional experts in virological, microbial nomenclature and 
communication from several countries and agencies to consider easy-to-pronounce and non-
stigmatizing labels for Variant of interest (VOI) and Variant of Concern (VOC).  The expert group 
convened by WHO has recommended using labeled using letters of the Greek Alphabet.  The 
established nomenclature systems for naming and tracking SARS-CoV-2 genetic lineages by 
GISAID, Nextstrain and Pango are currently and will remain in use by scientists and in scientific 
research.   
More details below. 

 
Epidemiological Update  
WHO, in collaboration with national authorities, institutions and researchers, routinely assesses if 
variants of SARS-CoV-2 result in changes in transmissibility, clinical presentation and severity, or if 
they result in changes in public health and social measures (PHSM) implementation by national 
health authorities.  Systems have been established to detect “signals” of potential VOCs or VOIs 
and assess these based on the risk posed to global public health.  

The latest epidemiological update (01 Jun 2021)  

 
Variants of Concern (VOC) 
A SARS-CoV-2 variant that meets the definition of a VOI (see below) and, through a comparative 
assessment, has been demonstrated to be associated with one or more of the following changes at 
a degree of global public health significance:  

• Increase in transmissibility or detrimental change in COVID-19 epidemiology; or  

• Increase in virulence or change in clinical disease presentation; or  

• Decrease in effectiveness of public health and social measures or available diagnostics, 
vaccines, therapeutics.   

  

WHO label Pango lineage GISAID clade / 
lineage Nextstrain clade Earliest documented 

samples Date of designation 

Alpha B.1.1.7 GRY (formerly 
GR/501Y.V1) 20I/S:501Y.V1 United Kingdom, 

Sep-2020 18 Dec 2020 

Beta B.1.351 GH/501Y.V2 20H/S:501Y.V2 South Africa, 
May-2020 18 Dec 2020 

Gamma P.1 GR/501Y.V3 20J/S:501Y.V3 Brazil,  
Nov-2020 11 Jan 2021 

Delta B.1.617.2 G/452R.V3 21A/S:478K India,  
Oct-2020 

VOI:  04 Apr 2021 
VOC: 11 May 2021 

 
Variants of Interest (VOI) 
A SARS-CoV-2 isolate is a Variant of Interest (VOI) if, compared to a reference isolate, its genome 
has mutations with established or suspected phenotypic implications, and either: 

• has been identified to cause community transmission/multiple COVID-19 cases/clusters, or 

https://www.who.int/publications/m/item/weekly-epidemiological-update-on-covid-19---1-june-2021
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has been detected in multiple countries; OR 

• is otherwise assessed to be a VOI by WHO in consultation with the WHO SARS-CoV-2 
Virus Evolution Working Group. 

 

WHO label Pango lineage GISAID clade / 
lineage Nextstrain clade 

Earliest 
documented 

samples 

Date of 
designation 

Epsilon   B.1.427/B.1.429   GH/452R.V1  20C/S.452R  
United States of 
America,  
Mar 2020  

5 Mar 2021  

Zeta  P.2  GR  20B/S.484K  Brazil,  
Apr 2020  17 Mar 2021  

Eta  B.1.525  G/484K.V3  20A/S484K  Multiple countries,  
Dec 2020  17 Mar 2021  

Theta  P.3  GR  20B/S:265C  Philippines,  
Jan-2021  24 Mar 2021  

Iota  B.1.526   GH  20C/S:484K  
United States of 
America,  
Nov 2020  

24 Mar 2021  

Kappa  B.1.617.1   G/452R.V3  21A/S:154K   India,  
Oct 2020   4 Apr 2021  

 

Global BioHub for pathogen storage, sharing and analysis 
The World Health Organization (WHO) and the Swiss Confederation have signed a Memorandum 
of Understanding to launch the first WHO BioHub Facility as part of the WHO BioHub System, 
which was announced in November 2020.  This facility will enhance the rapid sharing of viruses 
and other pathogens between laboratories and partners globally.  
Based in Spiez, Switzerland, the facility will serve as a centre for the safe receipt, sequencing, 
storage and preparation of biological materials for distribution to other laboratories, in order to 
inform risk assessments, and sustain global preparedness against these pathogens. 
Currently, most pathogen sharing is done bilaterally between countries and on an ad hoc basis, 
which can be slow, and leave some countries without access to the benefits and tools.  The 
BioHub will enable Member States to share biological materials with and via the BioHub under pre-
agreed conditions, including biosafety, biosecurity, and other applicable regulations.  This will 
ensure timeliness and predictability in response activities.  In parallel, WHO will broaden its BioHub 
System for the use of biological materials by qualified entities – such as manufacturers – for the 
development of medical by-products for fair allocation to countries.  
WHO is currently running a pilot phase, using SARS-COV-2 and its variants, to test the feasibility 
and operational arrangements for sharing such materials with the facilities of the BioHub System.  
Following results from the pilot project, the BioHub will expand from SARS-COV-2 and its variants, 
to other pathogens, and connect partners with other repositories and laboratory networks in 2022. 

WHO and Switzerland launch global BioHub for pathogen storage, sharing and analysis (24 
May 2021) 

 
Antigenic analysis of SARS-CoV-2 
The WHO Global Influenza Programme has organized a series of e-workshops on “Integrated 
surveillance of influenza and SARS-CoV-2” to strengthen capacities towards building an agile 
Global Influenza Surveillance and Response System (GISRS) capable of addressing the threats 

https://www.who.int/news/item/24-05-2021-who-and-switzerland-launch-global-biohub-for-pathogen-storage-sharing-and-analysis
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from influenza as well as other respiratory emergencies.  The third webinar in this series, held on 2 
June, was designed to better understand the methodologies of antigenic analysis of influenza and 
SARS-CoV-2, and the use of GISAID bioinformatics tools.   
The meeting materials are available at: 

Recordings: (passcode: i419H3&4) 
PPT slides: (passcode: influenza)   
Q&A report 
 

Update on the ACT-Accelerator 
G20 leaders boost support of the ACT-Accelerator 
The Access to COVID-19 Tools – Accelerator (ACT-Accelerator) was launched just over a year 
ago in response to the G20’s call for a global mechanism to accelerate the development of tests, 
treatments and vaccines and to ensure their equitable distribution.  Hosted by the WHO, the ACT-
Accelerator offers the only end-to-end multilateral solution to speeding up an end to the acute 
phase of the COVID-19 pandemic.   
Speeding up an end to the pandemic through the ACT-Accelerator would cost less than 1% of 
what governments are spending on stimulus packages to treat the consequences of the pandemic.  
As the economic and social costs of the pandemic continue to escalate, the case for global 
solidarity, grows even stronger. 
The Rome Declaration, released at the end of the Global Health Summit, co-hosted by the 
European Commission and Italy as part of its G20 presidency, reaffirmed leaders’ support for the 
ACT-Accelerator and underlined the necessity to share the financial burden and close the funding 
gap, in order for the ACT Accelerator to fulfil its mandate for the equitable allocation and delivery of 
tests, treatments and vaccines to defeat the pandemic.  Of vital importance, the group also 
emphasized its support for global sharing of vaccine doses approved for emergency use by the 
World Health Organization (WHO) and through COVAX. 

The Rome Declaration (21 May 2021) 
 

COVAX 
COVAX, the vaccines pillar of the ACT-Accelerator, is convened by CEPI, GAVI and WHO, with 
the ambition of contracting enough volumes to equitably deliver 2 billion doses of safe, effective 
and quality vaccines by the end of 2021.  Vaccines included in the COVAX Facility portfolio have 
been selected from the COVAX R&D portfolio and other clinical candidates. 
 
A New Commitment for vaccine equity and defeating the pandemic 
Access to vaccination is key to a broad-based economic recovery and to end the health crisis of 
the pandemic.  There has been impressive progress on the vaccination front.  Unprecedented 
public and private financing has supported vaccine research, development and manufacturing 
scale-up. Increasingly, a two-track pandemic is developing however, with richer countries having 
access and poorer ones being left behind.  The worst served are low-income nations which have 
received less than one percent of vaccines administered so far. Inequitable vaccine distribution is 
not only leaving untold millions of people vulnerable to the virus.  It is also allowing variants to 
emerge and move across the world.  As variants continue to spread, even countries with advanced 
vaccination programs have been forced to reimpose stricter public health measures, and some 
have implemented travel restrictions. 
To address these issues, WHO and its COVAX partners have called for a new commitment to 

https://who.zoom.us/rec/share/-9nH5ZSPRyfIGeHtuvmjVdycl8Mb9v9JLfiARwyN4FJCS8EeugllrVcC63MZUKol.EDi27JsZS3g5z1Wz
https://worldhealthorg-my.sharepoint.com/:f:/g/personal/mamahitaw_who_int/Ev9us5AMkAdPsyrdPMETiwoBArMKLry0hO8371V05OCrZw?e=wW8VxT
https://worldhealthorg-my.sharepoint.com/:x:/g/personal/mamahitaw_who_int/EYjSZO3i6t9FpkvygliIpi8ByhbkYOqfSGN2uYepH71G2w?e=V4a6SX
https://global-health-summit.europa.eu/rome-declaration_en
https://cepi.net/
https://www.gavi.org/covid19/covax-facility
https://www.who.int/emergencies/diseases/novel-coronavirus-2019
https://www.gavi.org/covax-facility
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vaccinate more people faster.  A goal has been set of vaccinating approximately 30% of the 
population in all countries by the end of 2021.  Ambitiously, this can reach even 40% through other 
agreements and surge investment, and at least 60 percent by the first half of 2022.  
Three actions are required.  

First, to urgently get more shots in arms, doses need to be donated immediately to developing 
countries synchronized with national vaccine deployment plans, including through COVAX.  
Cooperation on trade is also needed to ensure free cross-border flows and increasing supplies 
of raw materials and finished vaccines.  
Second, there is a need to invest in additional vaccine production capacity by at least one billion 
doses, diversifying production to regions with little current capacity, sharing technology and 
know-how, scaling up genomic and supply-chain surveillance, and contingency plans to handle 
virus mutations or supply shocks.  
Third, immediately boosting testing and tracing, oxygen supplies, therapeutic and public health 
measures, while ramping up vaccine deployment, and the ACT-Accelerator initiative. 

A New Commitment for Vaccine Equity and Defeating the Pandemic (31 May 2021) 
 

Call to action to equip COVAX to deliver 2 billion doses in 2021 
Countries that are advanced in their vaccination programmes are seeing cases of COVID-19 
decline, hospitalisations decrease and early signs of some kind of normality resume.  However, the 
global picture is far more concerning.  At no point in this pandemic has there been such an acute 
need to look to the future challenges and not rest on the patchy achievements made so far.  The 
traumatic effects of the terrible surge of COVID-19 in South Asia are being seen – a surge which 
has also severely impacted global vaccine supplies.  This underscores why access to vaccines 
before a surge occurs is so important.  For that reason, the world must focus on ensuring countries 
who have not benefitted from these life-saving tools do so now, and with urgency. 
As the global mechanism for equitable access to COVID-19 vaccines, COVAX has proven it works.  
Designed and implemented in the midst of an unprecedented global public health crisis, it has 
delivered over 70 million doses to 126 countries and economies around the world since February – 
from remote islands to conflict settings – managing the largest and most complex rollout of 
vaccines in history.  Over 35 countries received their first COVID-19 vaccine doses thanks to 
COVAX.  
However, the terrible surge of the virus in India has had a severe impact on COVAX’s supply in the 
second quarter of this year, to the point where, by the end of June COVAX will face a shortfall of 
190 million doses.  Even though COVAX will have larger volumes available later in the year 
through the deals it has already secured with several manufacturers, if the current, urgent shortfall 
the is not addressed the consequences could be catastrophic.  
At the World Health Assembly, governments have been united in recognising the political and 
financial urgency of supporting COVAX with doses and dollars.  It is now imperative to build on this 
momentum to secure full funding for COVAX and more vaccines – right now – for lower income 
countries at the Advance Market Commitment Summit on 2 June.  If the world’s leaders rally 
together, the original COVAX objectives – delivery of 2 billion doses of vaccines worldwide in 2021, 
and 1.8 billion doses to 92 lower income economies by early 2022 are still well within reach. 
To enable COVAX to deliver on the promise of global equitable access, the following immediate 
actions are required: 

• Fund the Gavi COVAX Advance Market Commitment (AMC) 
• Share doses, now. 
• Free up supply chains 

COVAX Joint Statement: Call to action to equip COVAX to deliver 2 billion doses in 2021 (27 

https://www.who.int/news-room/commentaries/detail/a-new-commitment-for-vaccine-equity-and-defeating-the-pandemic
https://www.who.int/news/item/27-05-2021-covax-joint-statement-call-to-action-to-equip-covax-to-deliver-2-billion-doses-in-2021
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May 2021)  
 

WHO’s other COVID-19-related work 
WHO meeting reports on meetings and consultations  

• 26 May 2021: COVID-19 vaccines - WHO Meeting on correlates of protection   

• 13-14 May 2021: COVID-19 Global Research & Innovation Forum 
Recording available in 6 languages (please use Chrome as browser) 
  –العربیة 
中文 
English 

Français 
Pусский 
Español 

 
• 31 March 2021: WHO meeting on Community-centred responses to health emergencies: 

progress, gaps and research priorities 

• 8 March 2021: Consultation on the use of trained dogs for screening COVID-19 cases   
Recording (Password: #!Pwy3%J) 

• 11 February 2021: WHO ad hoc consultation -Methodological approaches to assess 
variants effect on vaccine efficacy, effectiveness and impact  

• 12 January 2021: Covid-19 new variants, knowledge gaps and research  

 
Strengthening WHO’s preparedness for and response to public health emergencies 
At the 74th World Health Assembly (WHA), the need for a stronger collective and coordinated 
approach to preparedness and response to health emergencies was highlighted and Member 
States agreed to request the Member States Working Group on Strengthening WHO Preparedness 
and Response to Health Emergencies to prioritize the assessment of the benefits of developing a 
WHO convention, agreement or other international instrument on pandemic preparedness and 
response.   
A special session of the WHA will be convened in November 2021 to consider developing such a 
WHO global agreement.  Member States also agreed on a Resolution reaffirming WHO’s role as 
the directing and coordinating authority in health during emergencies and beyond, and to aid 
governments towards achieving resilient health systems and universal health coverage.  The 
Resolution provides recommendations to WHO to strengthen current and future work notably via 
convening the Member States’ Working Group on Strengthening WHO preparedness and 
response to health emergencies, open to all Member States, to review recommendations from the 
various reports received at the 74th Assembly.  The Working Group is tasked with reporting to next 
year’s Assembly.    
The Resolution calls on Member States to provide WHO with sustainable financing, while 
continuing their response to the pandemic and strengthening preparedness capacities, including 
strengthening their workforce, research activities, surveillance systems, while adopting a One 
Health Approach; while continuing to work in a spirit of global cooperation, sharing reliable 
information, countering infodemics and stigmatization; and ensuring response efforts do not 
exacerbate other health challenges.   

Draft Resolution on Strengthening WHO Preparedness for and response to health 
emergencies (25 May 2021)  
Draft decision: Special session of the World Health Assembly to consider developing a WHO 
convention, agreement or other international instrument on pandemic preparedness and 
response (25 May 2021) 

https://www.who.int/news-room/events/detail/2021/06/01/default-calendar/covid-19-vaccineswho-meeting-on-correlates-of-protection
https://www.who.int/news-room/events/detail/2021/05/13/default-calendar/covid-19-global-research-innovation-forum-meeting-announcement
https://cdn.who.int/media/docs/default-source/documents/r-d-blueprint-meetings/211373_global_forum_draft_agenda-ar.pdf?sfvrsn=23a8dc34_5
https://cdn.who.int/media/docs/default-source/documents/r-d-blueprint-meetings/global_forum_draft_agenda_cn.pdf?sfvrsn=a4899a13_5
https://cdn.who.int/media/docs/default-source/documents/r-d-blueprint-meetings/global-forum-draft-agenda-may-7.pdf?sfvrsn=b5c256e5_26
https://cdn.who.int/media/docs/default-source/documents/r-d-blueprint-meetings/agenda-global-research-forum-french_rev7mai2021.pdf?sfvrsn=97b490bd_22
https://cdn.who.int/media/docs/default-source/documents/r-d-blueprint-meetings/global-forum-draft-agenda-may-6_rus.pdf?sfvrsn=9ac23ce9_18
https://cdn.who.int/media/docs/default-source/documents/r-d-blueprint-meetings/global-forum-draft-agenda-may-6_sp.pdf?sfvrsn=4a286c3_24
https://www.who.int/news-room/events/detail/2021/03/31/default-calendar/global-consultation-on-community-centred-responses
https://www.who.int/news-room/events/detail/2021/03/31/default-calendar/global-consultation-on-community-centred-responses
https://www.who.int/publications/m/item/consultation-on-the-use-of-trained-dogs-for-screening-covid-19-cases
http://bit.ly/K9screening
https://www.who.int/publications/m/item/methodological-approaches-to-assess-variants-effect-on-vaccine-efficacy-effectiveness-and-impact
https://www.who.int/publications/m/item/methodological-approaches-to-assess-variants-effect-on-vaccine-efficacy-effectiveness-and-impact
https://www.who.int/publications/m/item/covid-19-new-variants-knowledge-gaps-and-research
https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_ACONF2-en.pdf
https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_ACONF2-en.pdf
https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_ACONF7-en.pdf
https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_ACONF7-en.pdf
https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_ACONF7-en.pdf


 
 

 

 

 
8 

 

35th WHO Regulatory Update on COVID-19 

Call to actively support the C-TAP 
One year ago, Costa Rica and the World Health Organization (WHO), with support from 41 
Member States, launched the Solidarity Call to Action and the WHO COVID-19 Technology Access 
Pool (C-TAP) to improve equitable global access to COVID-19 health technologies through 
voluntarily pooling knowledge, intellectual property and data to support technology transfer and 
rapidly expand manufacturing throughout the world in need.  
The Solidarity Call to Action calls on key stakeholders and the global community to commit to 
undertaking specific actions to advance the pooling of knowledge, intellectual property and data for 
key technologies for the detection, prevention and treatment of COVID-19.  Funders, researchers, 
governments, and holders of IP and knowledge were called to support the WHO C-TAP initiative 
and its relevant implementing partner organizations, in particular through the sharing of intellectual 
property in a transparent and non-exclusive manner and facilitating technology transfer to multiple 
quality assured manufacturers.   
The global community must leverage C-TAP's potential to accommodate different stakeholders 
and provide timely, sustainable, and effective solutions to promote access and accelerate local 
production.  Once again, all Member States are called upon to renew and expand the collective 
commitment in the Solidarity Call to Action and to pro-actively engage with key stakeholders in 
their territories and encourage IP sharing and technology transfer through C-TAP.  It is our 
responsibility to ensure a safer world for all, for this generation and for those to come. 

Making the response to COVID-19 a public common good: Solidarity Call to Action  
The President of the Republic of Costa Rica and the Director-General of the WHO: Open 
letter to all WHO Member States to actively support the C-TAP (27 May 2021) 
 

Roadmap to end the pandemic and secure a global recovery 
The leaders of the International Monetary Fund, World Bank Group, WHO and World Trade 
Organization, the world’s predominant global financing, health and trade agencies, have united to 
urge government leaders to urgently finance a new US$50 billion roadmap to accelerate the 
equitable distribution of health tools to help end the pandemic that has devastated lives and 
livelihoods for 18 months and also set the foundations for a truly global recovery, as well as 
enhanced health security.  The leaders said governments must act without further delay or risk 
continued waves and explosive outbreaks of COVID-19 as well as more transmissible and deadly 
virus variants undermining the global recovery.   
The joint statement draws on a recent IMF staff analysis, which stated that US$50 billion in new 
investment is needed to increase manufacturing capacity, supply, trade flows, and delivery, which 
would accelerate the equitable distribution of diagnostics, oxygen, treatments, medical supplies 
and vaccines.  This injection would also give a major boost to economic growth around the world. 

New US$50 billion health, trade and finance roadmap to end the pandemic and secure a 
global recovery (01 Jun 2021) 

 
Strengthening local production of medicines and other health technologies to 
improve access 
Member State requests for WHO’s support in strengthening local production have been increasing 
in recent years.  The COVID-19 pandemic has only served to highlight even more the urgent need 
for enhancing quality manufacturing capacity in all regions of the world, including for innovative, 
highly effective health products such as mRNA technologies.  Such capacity is necessary to 
address or even avert future public health emergencies and to improve access to health products 
in general through stronger health systems. 
Supported by 105 WHO Member States, World Health Resolution on ‘Strengthening local 
production of medicines and other health technologies to improve access’ specifically calls for a 

https://www.who.int/initiatives/covid-19-technology-access-pool/solidarity-call-to-action
https://www.who.int/news/item/27-05-2021-the-president-of-the-republic-of-costa-rica-and-the-director-general-of-the-world-health-organization-call-once-again-on-all-who-member-states-to-actively-support-the-covid-19-technology-access-pool-(c-tap)
https://www.who.int/news/item/27-05-2021-the-president-of-the-republic-of-costa-rica-and-the-director-general-of-the-world-health-organization-call-once-again-on-all-who-member-states-to-actively-support-the-covid-19-technology-access-pool-(c-tap)
https://www.who.int/news/item/01-06-2021-new-50-billion-health-trade-and-finance-roadmap-to-end-the-pandemic-and-secure-a-global-recovery
https://www.who.int/news/item/01-06-2021-new-50-billion-health-trade-and-finance-roadmap-to-end-the-pandemic-and-secure-a-global-recovery
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more comprehensive, all-of-government approach, national strategies and action plans, an 
enabling business environment, human capital development, multi-stakeholder collaboration and 
engagement in regional and global networks.   
WHO has already committed to holding the first ever World Local Production Forum in June this 
year, convening countries, partners and other stakeholders to discuss strategies to promote local 
production to improve access to health products during the current pandemic and beyond.  

Strengthening local production of medicines and other health technologies to improve access 
(29 May 2021)  
Draft resolution Strengthening local production of medicines and other health technologies to 
improve access (25 May 2021) 
World Local Production Forum: Enhancing access to medicines and other health 
technologies (21-25 Jun 2021) 
 

Alignment of approaches by regulators 
ICMRA-WHO joint statement for healthcare professionals  
This joint International Coalition of Medicines Regulatory Authorities (ICMRA) and WHO statement 
aims to help healthcare professionals answer questions about the role of regulators in the 
oversight of COVID-19 vaccines.  It explains regulatory authorities evaluate COVID-19 vaccines 
through robust scientific evaluation to ensure quality, safety and efficacy, and as part of post-
approval commitment, safety is closely and continually monitored after approval. 

Statement will be published shortly. 

COVID-19 real-world evidence and observational studies 
Medicines regulators from around the world discussed the importance of global collaboration and 
information sharing in relation to real-world evidence that can be used to facilitate regulatory 
decision-making on COVID-19 treatments and vaccines, during a recent ICMRA workshop.  
Meeting participants shared their experiences with using real-world evidence to support decision 
making in the context of COVID-19.  They discussed the main challenges with collecting high-
quality real-world data in different countries/regions and exchanged views on approaches to 
address them.  ICMRA members agreed that closer collaboration between regulators worldwide 
allows timely sharing of data, knowledge and tools, which can benefit patients globally.  

ICMRA meeting: COVID-19 Real-World Evidence and Observational studies (10 May 2021) 
 
Draft WHO Guidance for Comments  
Oxygen for respiratory care - draft proposal for revision (comments by 25 Jun 2021) 
Oxygen for respiratory care is generated by mixing Oxygen 93% or Oxygen 99% with ambient air 
of a suitable quality to a concentration appropriate for its intended medicinal use.  Following 
discussions of the comments received during the public consultation of the draft proposal for 
revision, a first revision of the draft proposal is presented for additional comment. 

Draft proposal for revision Oxygen for respiratory care (Oxygenium pro curas repiratori) 
 

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 

https://www.who.int/news/item/29-05-2021-update-from-the-seventy-fourth-world-health-assembly-29-may-2021
https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_ACONF1-en.pdf
https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_ACONF1-en.pdf
https://www.who.int/news-room/events/detail/2021/06/21/default-calendar/world-local-production-forum-enhancing-access-to-medicines-and-other-health-technologies
https://www.who.int/news-room/events/detail/2021/06/21/default-calendar/world-local-production-forum-enhancing-access-to-medicines-and-other-health-technologies
http://www.icmra.info/drupal/en/covid-19/10may2021
https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/qas20_867_oxygen.pdf?sfvrsn=e566ed85_3
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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. 

 
WHO EUL submissions  
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.  
Manufacturers who are interested in an EUL submission for assays to detect SARS-CoV-2 are 
invited to contact diagnostics@who.int, to arrange a pre-submission 
meeting/videoconference/phone conversation. 
As of 4th June, 28 products have been listed as eligible for WHO procurement among a total of 143 
expressions of interest (63 for NAT assays, 41 for antibody detection assays and 39 for antigen 
detection RDTs) have been received.  

EUL listed IVDs (30 Apr 2021)  
IVDs not accepted for EUL listing (27 Apr 2021) 
Status of each EUL application (01 Jun 2021) 
 

WHO Facilitated procedure for accelerating national listing/authorization  
WHO has introduced risk-based mechanism for WHO Emergency Use Listed in vitro diagnostics 
similar to the WHO Collaborative Registration Procedure (CRP).  As part of pandemic 
preparedness, emergency approval and/or expedited fast-track regulatory pathways should be 
considered by the National Regulatory Authorities (NRAs) to fast-track their national approval and 
accelerate introduction of the needed tests.  Recognition and/or reliance on the WHO 
prequalification/ EUL programme, the decisions of stringent regulatory authorities (SRA) or WHO-
Listed Authority (WLA), are regulatory options available to expedite regulatory decision by NRAs. 
Participation in the Procedure is open to any interested NRAs and manufacturers that agree with 
the conditions of the Procedure and comply with its requirements.  Participating NRAs would be 
required to: ensure sameness of the product with the listed through WHO EUL; sign a specified 
agreement with WHO to receive Technical file and QMS review reports generated by the WHO 
PQT with the consent of the manufacturer; communicate any deviation from the WHO EUL 
decision.  The scope is inclusive of WHO EUL listed SARS CoV-2 IVDs.  Within 15 days after 
receiving the report from WHO, NRAs are expected to take their national decision and 
communicate it to WHO and the applicant. 
On 1 June 2021 WHO held a webinar for manufacturers of EUL listed IVDs to introduce the 
procedure and solicit interest.  A Webinar to introduce the Procedure to NRAs is planned for 15 
June 2021. 

For more information, contact RPQinfo@who.int  
 
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.  

IVDs listed by IMDRF NRAs (02 Jun 2021)   
Note: WHO does not endorse any of the lists provided by NRAs.  The information is provided 

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
mailto:diagnostics@who.int
https://extranet.who.int/pqweb/sites/default/files/documents/210430_EUL_SARS-CoV-2_product_list.pdf
https://extranet.who.int/pqweb/sites/default/files/documents/210427_IVDs_not-accepted_EUL_SARS-CoV-2.pdf
https://extranet.who.int/pqweb/sites/default/files/documents/210601_eul_sars-cov-2_product_list.pdf
mailto:RPQinfo@who.int
http://www.imdrf.org/
https://extranet.who.int/pqweb/sites/default/files/documents/21%2006%2002%20collated%20list%20IMDRF%20EUL.pdf
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exclusively to assist stakeholders with identifying the links to the various lists. 
 

Therapeutics 
Clinical Trials  
International Clinical Trials Registry Platform (ICTRP)  
Information on clinical trials and trial registration. Clinical trials registered with the ICTRP platform 
can be searched and details of COVID-19 clinical trials can be downloaded in csv and xml formats. 
Mapping and systematic review of Covid-19 trials (COVID-19 - living NMA initiative) 
A real-time monitoring and mapping of new evidence for treating and preventing COVID-19, with 
living mapping of trials and living synthesis of published trials. 
Global Coronavirus COVID-19 Clinical Trial Tracker (Cytel) 
An interactive dashboard of clinical trials on COVID-19 that can be explored by type of product, 
trial status and country. 
 
Support materials  
COVID-19 therapeutics: Knowledge gaps and research priorities 
Over the past year, management of COVID-19 has greatly improved and mortality has been 
markedly reduced.  Platforms have been rapidly established to evaluate potential therapeutics, 
initially focusing on repurposing of existing medicines.  Some effective treatments have been 
identified and widely introduced.  Despite these successes and the recent rollout of COVID-19 
vaccines, new and improved therapeutics are still required.  A WHO ad-hoc consultation on 3rd 
March 2021, held under the umbrella of the WHO R&D Blueprint, sought to take stock of the 
current status of therapeutic development and to explore potential future directions of travel.   

WHO ad hoc consultation COVID-19 therapeutics: Knowledge gaps and research priorities 
(13 May 2021) 

 

Vaccines 
WHO COVID-19 Vaccines Dashboard 
As of 31 May, more than 1.87 billion vaccine doses administered in 211 countries and economies 
starting vaccination out of 220.  There remains a striking imbalance in the global distribution of 
vaccines.  Over 87% have gone to high income or upper middle-income countries, while low-
income countries have received just 0.2%.  COVAX has shipped 77.7M doses to 127 participants.  
Of the 11 COVID-19 vaccines now in use, AstraZeneca and Pfizer products are the most 
prevalent.  
To see the data, choose “Vaccination” from the dropdown menu on the left-hand side of the map.  

WHO Coronavirus (COVID-19) Dashboard  

 
Sinovac COVID-19 vaccine (Vero Cell [Inactivated]) - CoronaVac  
WHO EUL 
WHO has recommended list of the Sinovac COVID-19 vaccine CoronaVac for Emergency Use 
Listing (EUL).  The listing provides countries, funders, procuring agencies and communities the 
assurance that the Beijing-based pharmaceutical company’s vaccine meets international standards 
for safety, efficacy and manufacturing.  

https://www.who.int/clinical-trials-registry-platform
https://covid-nma.com/
https://www.covid19-trials.com/
https://www.who.int/publications/m/item/who-ad-hoc-consultation-covid-19-therapeutics-knowledge-gaps-and-research-priorities
https://covid19.who.int/
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The EUL assesses the quality, safety and efficacy of COVID-19 vaccines, as well as risk 
management plans and programmatic suitability, such as cold chain requirements.  The 
assessment is performed by the product evaluation group, composed by regulatory experts from 
around the world and a Technical Advisory Group (TAG), in charge of performing the risk-benefit 
assessment for an independent recommendation on whether a vaccine can be listed for 
emergency use and, if so, under which conditions. 
In the case of the Sinovac CoronaVac, the WHO assessment included on-site inspections of the 
production facility.  
The Sinovac CoronaVac is an inactivated vaccine, to be stored at 2 – 8 °C for up to 12 months.  Its 
easy storage requirements make it very manageable and particularly suitable for low-resource 
settings. 

WHO validates Sinovac COVID-19 vaccine for emergency use and issues interim policy 
recommendations (01 Jun 2021) 
WHO recommendation Sinovac COVID-19 vaccine (Vero Cell [Inactivated]) – CoronaVac  

 
WHO SAGE recommendations: 
WHO’s Strategic Advisory Group of Experts on Immunization (SAGE) has also completed its 
review of the vaccine.  On the basis of available evidence, WHO SAGE recommends the vaccine 
for use in adults 18 years and older, in a two-dose schedule with a spacing of two to four weeks.  
Vaccine efficacy results showed that the vaccine prevented symptomatic disease in 51% of those 
vaccinated and prevented severe COVID-19 and hospitalization in 100% of the studied population. 
Few older adults (over 60 years) were enrolled in clinical trials, so efficacy could not be estimated 
in this age group.  Nevertheless, WHO is not recommending an upper age limit for the vaccine 
because data collected during subsequent use in multiple countries and supportive immunogenicity 
data suggest the vaccine is likely to have a protective effect in older persons.  There is no reason 
to believe that the vaccine has a different safety profile in older and younger populations.  WHO 
recommends that countries using the vaccine in older age groups conduct safety and effectiveness 
monitoring to verify the expected impact and contribute to making the recommendation more 
robust for all countries. 

Interim recommendations for use of the inactivated COVID-19 vaccine, CoronaVac, 
developed by Sinovac (24 May 2021) 

 
BioNtech Tozinameran – COVID-19 mRNA vaccine 
EMA: 
EMA has recommended the approval of additional manufacturing and filling lines at Pfizer’s 
vaccine manufacturing site in Puurs, Belgium.  The recommendation by the Agency’s Committee 
for Human Medicines (CHMP) is expected to have a significant and immediate impact on the 
supply of tozinameran, the COVID-19 vaccine developed by BioNTech and Pfizer, in the European 
Union. 
Based on the review of the data submitted by BioNTech Manufacturing GmbH, EMA’s decision 
reaffirms that the Puurs facility is capable of consistently producing high-quality vaccines and 
enables Pfizer/BioNTech to increase the volumes of vaccines produced at this site. 
EMA’s human medicines committee (CHMP) has recommended granting an extension of indication 
for the COVID-19 vaccine tozinameran to include use in children aged 12 to 15.  The vaccine is 
already approved for use in adults and adolescents aged 16 and above. 

EMA news: Additional manufacturing capacity for BioNTech/Pfizer’s COVID-19 vaccine (01 
Jun 2021) 

 

https://www.who.int/news/item/01-06-2021-who-validates-sinovac-covid-19-vaccine-for-emergency-use-and-issues-interim-policy-recommendations
https://www.who.int/news/item/01-06-2021-who-validates-sinovac-covid-19-vaccine-for-emergency-use-and-issues-interim-policy-recommendations
https://extranet.who.int/pqweb/vaccines/who-recommendation-sinovac-covid-19-vaccine-vero-cell-inactivated-coronavac
https://apps.who.int/iris/bitstream/handle/10665/341454/WHO-2019-nCoV-vaccines-SAGE-recommendation-Sinovac-CoronaVac-2021.1-eng.pdf
https://apps.who.int/iris/bitstream/handle/10665/341454/WHO-2019-nCoV-vaccines-SAGE-recommendation-Sinovac-CoronaVac-2021.1-eng.pdf
https://www.ema.europa.eu/en/news/additional-manufacturing-capacity-biontechpfizers-covid-19-vaccine
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COVID-19 vaccine (ChAdOx1-S) [recombinant]) 
WHO Technical Note: 
The global supply of ChAdOx1-[recombinant] vaccines is presently constrained, which impacts 
country access to ChAdOx1-S [recombinant] vaccine (AstraZeneca COVID-19 vaccine AZD1222, 
SII Covishield, AstraZeneca/SK Bio).  This constraint is due to multiple factors including company 
related production delays, shipping delays and specific unforeseen country needs.  A WHO 
document supplements information provided in a technical note entitled ‘Considerations for 
optimizing deployment of ChAdOx1-S [recombinant] vaccines in a time-limited constrained supply 
situation’ and provides updated information relevant to the provision of a second dose in the 
current limited supply context.   
While definitive evidence is not currently available, the considerations in the document are based 
on expert review of the best available evidence and are designed to assist countries in making 
choices supported by previous WHO guidance.  The technical note has been developed by the 
WHO secretariat and has been reviewed by members the Strategic Advisory Group of Experts on 
Immunization (SAGE) and SAGE working group on COVID-19 vaccines. It is not an official WHO 
policy recommendation.  

Technical note on delayed shipments for the ChAdOx1-S [recombinant] vaccines: what are 
the implications for the administration of second doses? (26 May 2021) 

 
EMA: 

The EMA has provided additional advice on blood clots or low blood platelets occurring after 
vaccination with COVID-19 Vaccine AstraZeneca (Vaxzevria).  Specifically, EMA’s human 
medicines committee (CHMP) is recommending that healthcare professionals: 

• must not give Vaxzevria to anyone who has had blood clots with low blood platelets 
(thrombosis with thrombocytopenia syndrome, TTS) after receiving the vaccine. 

• should check for signs of blood clots in any person who has low blood platelets within 3 
weeks of vaccination.  

• should check for signs of low blood platelets in any person who has blood clots within 3 
weeks of vaccination.  

• should ensure that patients who have blood clots with low blood platelets after vaccination 
receive specialist care. 

EMA Vaxzevria (previously COVID-19 Vaccine AstraZeneca) 
EMA raises awareness of clinical care recommendations to manage suspected thrombosis 
with thrombocytopenia syndrome 
 

Janssen COVID-19 Vaccine (Ad26.COV2-S [recombinant]) 
WHO GACVS:  
The anssen–Cilag International NV (Belgium) COVID-19 Vaccine (Ad26.COV2-S [recombinant])  
was listed for emergency use by WHO on 12 March 2021.  The vaccine has been authorized for 
use in Europe, the United States and other countries, with the widest experience to date in the 
United States, where more than 8 million doses of the J&J vaccine had been administered as of 7 
May.  The Global Advisory Committee on Vaccine Safety (GACVS) COVID-19 subcommittee met 
virtually on 11 May 2021 to review available information and data on thromboembolic events (blood 
clots) and thrombocytopenia (low platelets) after vaccination with the adenoviral vectored J&J 
vaccine.  This condition is referred to as thrombosis with thrombocytopenia syndrome (TTS).  
Current evidence suggests a plausible causal association between the J&J COVID-19 vaccine and 

https://www.who.int/publications/i/item/WHO-2019-nCoV-Sci-Brief-ChAdOx1-S-recombinant-vaccine-Second-dose
https://www.who.int/publications/i/item/WHO-2019-nCoV-Sci-Brief-ChAdOx1-S-recombinant-vaccine-Second-dose
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-vaccine-astrazeneca
https://www.ema.europa.eu/en/news/ema-raises-awareness-clinical-care-recommendations-manage-suspected-thrombosis-thrombocytopenia
https://www.ema.europa.eu/en/news/ema-raises-awareness-clinical-care-recommendations-manage-suspected-thrombosis-thrombocytopenia
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TTS.  Clinically, the features of TTS following vaccination with this vaccine appear similar to those 
observed following another adenoviral vectored vaccine, the AstraZeneca COVID-19 vaccine.   
Based on a careful scientific review of the available information, the subcommittee concluded that 
the benefits of the J&J COVID-19 vaccine continue to outweigh the risks of TTS.  As the only 
single dose COVID-19 vaccine approved for use to date, the vaccine may be an important tool for 
accessing difficult-to-reach populations, thus playing a key role in preventing infections and 
reducing deaths across the world.  When setting their immunization policies, the risk of TTS from 
use of the J&J vaccine should be assessed against the benefits.  Countries should perform such a 
benefit-risk analysis taking into account local epidemiology (including incidence and mortality from 
COVID-19 disease), age groups targeted for vaccination, and the availability of alternative 
vaccines.  The GACVS subcommittee acknowledges that TTS has occurred with two adenoviral-
vectored vaccines.  Ongoing assessment for and review of TTS cases, as well as related research, 
should include all vaccines using adenoviral vector platforms.  

Statement of the COVID-19 subcommittee of the WHO Global Advisory Committee on 
Vaccine Safety (GACVS) on safety signals related to the Johnson & Johnson/Janssen 
COVID-19 vaccine (19 May 2021) 
 

Status Update: WHO EUL/PQ evaluation  
WHO has placed into the public domain the status of COVID-19 vaccines for which an expression 
of interest has been received by WHO/PQ.  The information shared includes the National 
Regulatory Authority (NRA) of record for each vaccine; whether the expression of interest has 
been accepted; if a pre-submission meeting has been held; if the dossier has been accepted for 
review; the status of the assessment; and the anticipated decision date.  

Please visit the site regularly for the latest updated version.   
Below is version 03 June 2021. 

 

https://www.who.int/news/item/19-05-2021-statement-gacvs-safety-johnson-johnson-janssen-covid-19-vaccine
https://www.who.int/news/item/19-05-2021-statement-gacvs-safety-johnson-johnson-janssen-covid-19-vaccine
https://www.who.int/news/item/19-05-2021-statement-gacvs-safety-johnson-johnson-janssen-covid-19-vaccine
https://extranet.who.int/pqweb/sites/default/files/documents/Status%20of%20COVID-19%20Vaccines%20within%20WHO%20EUL-PQ%20evaluation%20process%20-%203%20June%202021.pdf
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Safety of COVID-19 Vaccines 
WHO GACVS reviews cases of mild myocarditis  
The COVID-19 subcommittee of the WHO GACVS is reviewing reports of a small number of cases 
of myocarditis reported in individuals vaccinated with the COVID-19 mRNA vaccines.  The 
subcommittee noted that in most of the reported cases, the individuals have recovered.  The 
subcommittee is soliciting and monitoring for additional information to assess for any relationship to 
COVID-19 vaccination.   
Myocarditis is an inflammation of the heart muscle and pericarditis is an inflammation of the lining 
that surrounds the heart.  While it can cause serious illness, it is frequently mild and responds well 
to conservative treatment. 
The GACVS subcommittee noted that most of the information received so far is based on 
spontaneous, passive reporting.  More rigorous studies using alternative data sources and more 
robust study designs including comparison of vaccinated and unvaccinated populations are 
needed to assess a potential causal association between the event and the vaccine.  Some 
countries, such as Israel, the United Kingdom and the United States have embarked upon such 
studies.  The GACVS subcommittee will review further as more data become available.  The 
subcommittee also underscored the importance of having a harmonized case definition.  A draft 
case definition for myocarditis has been developed recently by the Brighton Collaboration. 
While acknowledging the clear benefits of the mRNA vaccines in reducing deaths and 
hospitalizations due to COVID-19 infections, the subcommittee encourages all health professionals 
to report all events of myocarditis and other adverse events observed with these and other 
vaccines. 

COVID-19 subcommittee of the WHO GACVS reviews cases of mild myocarditis reported 
with COVID-19 mRNA vaccines (26 May 2021) 

 

https://www.who.int/news/item/26-05-2021-gacvs-myocarditis-reported-with-covid-19-mrna-vaccines
https://www.who.int/news/item/26-05-2021-gacvs-myocarditis-reported-with-covid-19-mrna-vaccines


 
 

 

 

 
16 

 

35th WHO Regulatory Update on COVID-19 

Updated interim Brighton Collaboration case definition of TTS 
The Brighton Collaboration (BC) has published an update to its interim case definition of TTS.  The 
update recognizes it is possible that patients with this condition are part of a spectrum which may 
include thrombocytopenia alone as well as patients with thrombosis without thrombocytopenia.  
The BC have purposely used a broader definition to allow definition of what might ultimately be a 
broader spectrum of disease.  This is in contrast to the US CDC which has elected to prioritize 
previously identified manifestations including CVST and splanchnic vein thrombosis for signal 
evaluation.  
The updated also suggests how heparin exposure should be addressed in identifying cases.  Since 
exposure to heparin can cause heparin-induced thrombocytopenia thrombosis (HITT) syndrome 
which clinically is similar to TTS, cases should be stratified as to whether they had been exposed 
to heparin within 100 days of onset of their symptoms.  Stratification levels 1-H, 2-H and 3-H have 
been introduced for cases with heparin exposure in that time window.  This heparin exposure could 
occur either before or after any vaccine exposure if any.  

Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) (18 May 
2021) 

 
Support Materials for Safety of COVID-19 Vaccines 
Countries around the world are rolling out COVID-19 vaccines, and a key topic of interest is their 
safety.  Vaccine safety is one of WHO’s highest priorities, and WHO is working closely with 
national authorities to develop and implement standards to ensure that COVID-19 vaccines are 
safe and effective. 

Reporting to WHO–PIDM (Program for International Drug monitoring) System 
English 
French 
Spanish 
Russian 

PAHO COVID-19 Vaccine Pharmacovigilance Dashboard: in English and Spanish  
Safety of COVID-19 Vaccines (31 Mar 2021) 
Side Effects of COVID-19 Vaccines (31 Mar 2021) 
How to monitor and report COVID-19 vaccine side effects (15 Mar 2021) 
Causality assessment of an adverse event following immunization (AEFI): user manual for 
the revised WHO classification, 2nd ed., 2019 update   

 
Booster and Mix & Match Strategies 
The COVAX Clinical Development and Operations SWAT Team held a workshop on 03 June to 
address vaccine development pathways for COVID-19 primary vaccination utilizing heterologous 
vaccine platforms.  Although the primary discussion forum for decision-making on an individual 
product is expected to be between the developers and the relevant national regulatory authorities, 
common questions that are applicable to all products can be more efficiently addressed in a shared 
venue such as this workshop, which focussed on:  

• impact of evolving COVID-19 epidemiology and underlying seropositivity data on vaccine 
development strategies 

• Overview of durability of immune responses following natural infection 

• Review of available vaccine effectiveness data to inform approach to booster vaccines 

• Single dose strategies in the setting of prior infection or new vaccines in development 

https://brightoncollaboration.us/thrombosis-with-thrombocytopenia-syndrome-interim-case-definition/
https://worldhealthorg-my.sharepoint.com/:v:/g/personal/goldins_who_int/EbuOAwHN2-NFnH5TN7U3fXUB7F7d0EVlkZnehcyz6OEhuQ?e=r7pO30
https://worldhealthorg-my.sharepoint.com/:v:/g/personal/goldins_who_int/EZ0CZsmRnBVImTc7PFiFWJMBCrq0HgRRQR87NNU0NgTxXA?e=R9bukn
https://worldhealthorg-my.sharepoint.com/:v:/g/personal/goldins_who_int/EfYmmqndgXBFnMcuabLBDx0B9h_S1YhSMK_OREF09wwQ2w?e=30o5kd
https://worldhealthorg-my.sharepoint.com/:v:/g/personal/goldins_who_int/Ebu1p7DPny5BljDc_XbNdkMBpkheynv9xlFW1E4rKBUm7w?e=4X5fa2
https://covid-19pharmacovigilance.paho.org/
https://www.who.int/news-room/feature-stories/detail/safety-of-covid-19-vaccines
https://www.who.int/news-room/feature-stories/detail/side-effects-of-covid-19-vaccines
https://www.who.int/publications/m/item/how-to-monitor-and-report-covid-19-vaccine-side-effects
https://www.who.int/publications/i/item/causality-assessment-aefi-user-manual-2019
https://www.who.int/publications/i/item/causality-assessment-aefi-user-manual-2019
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• Regulatory considerations and historical perspective on products registered as “boost only” 
vaccines 

• Landscape analysis of ongoing and completed mix & match studies, including perspectives 
from developers and policy makers 

Workshop presentations  
  
COVAX Regulatory Advisory Group (RAG)  
The COVAX RAG is co-chaired by WHO and CEPI and its members, as of April 2021, include 
Regulatory Agencies from Argentina, Australia, Brazil, Canada, Europe (EMA & EDQM), Ghana, 
Japan, Singapore, UK and USA.   
The RAG was set up to give feedback on regulatory science questions of an agnostic nature raised 
by the COVAX SWAT teams in order to promote regulatory preparedness among COVID-19 
vaccine developers. Feedback from the RAG is published in the form of a Technical Brief, for the 
benefit of all COVID-19 vaccine developers and for the wider community of regulatory authorities. 
Topics discussed in the April meeting were: 

• Post approval changes: component / material supply issues 
• Clinical studies in children aged 5 to 11 years old 
• CMC requirements for evaluation of vaccines addressing SARS-CoV-2 variants 

To receive May issue of the Technical brief, contact COVAX-Reg@who.int 
Regulatory Agencies from the Republic of Korea and India joined the RAG starting from the May 
2021 meeting. 

WHO Assays Working Group 
Data to evaluate the use of the WHO International Standard (IS) for SARS CoV2 antibodies, 
preparation 20/136, to calibrate neutralizing antibody assays against variants of concern (VOCs) 
were presented in the 19 May meeting.  WHO IS 20/136 was shown, using both wild-type virus and 
pseudoviruses, to have a dynamic range that allows calibration of assays with current VOCs.  
However absolute neutralizing antibody titres were decreased with some variants.  It was therefore 
suggested that data should be reported in International Units (IU)/ml for neutralization of specific 
VOCs e.g 340 IU/ml against beta VOC (B.1.351).  Although the standard cannot be used to 
normalize titres between variants, it does allow comparison of titres between studies using the 
same variant.  Further data will be analysed to evaluate the use of the IS to calibrate binding 
assays against VOCs.   
Studies on the durability of antibody responses after natural infection or immunization were 
presented in the 02 June meeting.  Receptor-binding domain (RBD)- specific antibody responses 
were found, through serum depletion experiments, to dominate neutralization activity in sera.  Data 
were presented on the durability of antibodies detected in binding assays and in neutralization 
assays after natural infection and after vaccination with elasomeran, the mRNA-1273 vaccine from 
Moderna.  Data were also presented on the impact of VOCs and variants of interest (VOI) on 
neutralization titres in human sera from either acutely infected patients, convalescent patients, or in 
elasomeran-vaccinated individuals.  The beta VOC (B.1.351) and kappa VOI (B.1.617.1) were 
found to reduce neutralization titres more than other variants tested. The significance of these 
observations on vaccine effectiveness is not known. 
The Assays Working Group viral propagation subgroup presented an update in the 02 June 
meeting.  The group have shown that sequential Vero cell propagation leads to critical changes in 
SARS CoV-2 viruses.  These changes can reduce the scientific value of working stocks.  Specific 
cell lines reduce this rate of change, for example Vero/hSLAMs appear to mitigate this risk.  The 
group recommended that virus stocks being used in assays need deep sequencing monitoring to 
ensure a laboratory-introduced artefact is not influencing results of experiments. 

https://media.tghn.org/medialibrary/2021/06/20210603_Workshop_MASTER_DECK_FINAL_UPDATED_Bm5iywZ.pdf
mailto:COVAX-Reg@who.int
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Note: WHO considers data on correlates of protection for COVID-19 vaccines to be limited and 
incomplete.  Further work is needed.  
 

Supply Chain  
Transportation backlogs 
Continued diligence in planning is advised due to ongoing disruptions in countries with severe 
impact of COVID19.  
Supply chain of ultracold products 
Care should be taken to avoid transfers of large cold chain shipments through the same airport at 
the same time due to limited cold chain space.  Repacking of cold chain products is not possible in 
certain connecting airports and transport plans should verify in advance.   
 
Progress on traceability 
Products should be traced to the batch number level from the manufacturer to all points up to the 
point of care.  Bar codes are strongly recommended and a deadline for mandatory inclusion of bar 
codes on secondary packaging will be released in the coming weeks for COVID19 products.  
Newly added or reconfirmed shortages 
The following medicines are appearing as multi-country shortages (5 or more reports) from WHO 
sources.  Some of the medicines on this list are already on the watch list.  Please note the 
following on antifungal medicines:  

• Antifungal medicines are reported in shortage considering outbreaks of mucormycosis 
(black fungus).  Shortages have been reported of the following antifungal medicines:  

o voriconazole 
o amphotericin B 

• Treatment guidelines (USA and European) for mucormycosis reference amphotericin B, 
posaconazole, and isavuconazole; however, only amphotericin is listed on the WHO Model 
List of Essential Medicines.  

• It is important to note that in sourcing amphotericin, substitutions should not be made. In 
many countries only deoxycholate will be available which requires potentially toxic doses 
for treating mucormycosis and is against European guidelines. 

 
Current shortages 

Antibiotics, access list 
o amoxicillin  
o clindamycin  

anti-convulsant 
o lamotrigine  
o lorazepam 
o diazepam  

antifungal:  
o voriconazole 
o amphotericin B 

anti-pyretics 
o ibuprofen 

Anti ulcer 
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o Omeprazole 
Anti psychotics 

o Risperidone 
o Haloperidol 

Muscle relaxants 
o Atracurium 

Opioids, anesthesia, preoperative medicines: 
o Fentanyl 
o Oxycodone 
o Hydromorphone 
o Morphine sulfate, morphine capsules 

Diabetes  
o Metformin 

 
Shortage watch list 
The following medicines are of concern considering the high demand and should be watched 
carefully. Hording and speculative procurement should be avoided. Care should be used to ensure 
the best use of available national inventories.  

• Antibiotics: azithromycin, levofloxacin, metronidazole, amoxiclav, piperacillin, tazobactam 
• Atracurium Injection 
• epinephrine and norepinephrine  
• Benzodiazepine sedatives: midazolam and lorazepam 
• Nonbenzodiazepine sedatives: propofol 
• Antipsychotics: haloperidol 
• Neuromuscular relaxants: succinylcholine, atracurium, or vecuronium.  
• Opioids: morphine and fentanyl 
• Malaria treatments: hydroxychloroquine, chloroquine, artemether-lumafantrine, artemisinin-

based combination therapies, sulfadoxine-pyrimethamine + amodiaquine)  
• NCD: Metformin and insulin 
• Anticoagulants: heparin and new generation oral anticoagulants 
• Corticosteroids: dexamethasone 
• Antipyretics: paracetamol (aka acetaminophen)  
• PPE 
• Oxygen and related equipment 
• Ventilators 
• Morphine sulfate and morphine granules 

 

Upcoming events 
Global Consultation on SARS-CoV-2 VOC and their Impact on Public Health Interventions  
10 June, 13:00-16:30 CET  
Following the 1st Global Consultation held on 29 March 2021, WHO will convene this second 
consultation on 10 June 2021 from 13:00-16:30 CET, with all stakeholders to continue 
implementing the global risk monitoring and assessment framework.  The consultation will also be 
an opportunity for WHO to outline decision-making processes for COVID-19 vaccine composition, 
if needed.  

The consultation will be guided by the following key questions:  
• How are data on VOCs and evidence of their impact on public health interventions being 

generated?  
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• Based on the current VOC data and evidence, what decisions, if any, need to be made 
by policymakers with respect to COVID-19 prevention and control?  

• How can global decision-making processes be further clarified and strengthened?  
Objectives:  

1. Review and summarize the existing evidence of the impact of VOCs on public health 
interventions  

2. Engage global stakeholders to outline the information needs and decision-making 
processes for assessing the impact of VOCs on public health interventions  

3. Outline decision-making processes for COVID-19 vaccine composition, if needed  
 
Register at https://who.zoom.us/webinar/register/WN_x8NoyjRaQX6qHmjmzad0Nw  

 
SARS-CoV-2 Workshop by NIBSC, UK 
10 & 11 June 2021, 13:00-17:00 CET  
This workshop will provide a forum for molecular diagnostic laboratories, regulators, manufacturers 
and other stakeholders to discuss the challenges faced during the COVID-19 pandemic. With the 
rapid development of assays, we look at the challenges faced with detection and quantification of 
SARS-CoV-2 using new molecular techniques and understand the assurances needed for rolling 
out these assays to settings beyond the professional diagnostic laboratory. The workshop will 
discuss how external quality assurance scheme material has kept pace to provide an international 
snapshot of events and describe the reference materials now available to support better 
measurement of the analytical performance of these assays. 

Registration (free) at https://www.eventbrite.co.uk/e/sars-cov2-workshop-tickets-155811118249 

 

WHO Facilitated Procedure for accelerating authorization of WHO EUL SARS-CoV-2 IVDs  
15 June 2021 
The WHO Good Reliance Practice Guideline advocates also on use of the reliance approaches in 
regulatory preparedness and response, particularly during public heath emergencies.  During the 
COVID - 19 pandemic, WHO activated the Emergency Use and Listing procedure for health 
products through the WHO PQT in order to accelerate availability of COVID -19 assays in the 
shortest possible time to Member States.  
In May, 2021, WHO introduced a new mechanism known as WHO EUL facilitated procedure for 
SARS-CoV-2 in vitro diagnostics in which WHO will be sharing WHO EUL assessment outcomes 
for SARS-CoV-2 IVDs with NRAs in order to accelerate in-country listing/authorization of these 
critical products during the pandemic time.  Before rolling out the new mechanism in June 2021, a 
Webinar for National Regulatory Authorities on WHO EUL-FP for SARS-CoV-2 IVDs will be held 
on 15 June 2021 to introduce and raise awareness on the existence of new WHO Facilitated 
Procedure (FP) for SARS-CoV-2 IVDs. It is expected that NRAs will take advantage of the 
opportunity availed through the WHO-EUL-FP to facilitated regulatory decision in listing, 
authorization or in issuance of market authorization of WHO EUL FP for SARS-CoV-2 IVDs during 
the time of the pandemic. 

 
Launch Webinar on WHO Good Regulatory Practices and Good Reliance Practices  
29 June 13:00-15:00 CET  
WHO has recently published two critical documents for countries’ regulatory system strengthening 
activities, namely the WHO Good Regulatory Practices and Good Reliance Practices (Link). 

https://who.zoom.us/webinar/register/WN_x8NoyjRaQX6qHmjmzad0Nw
https://www.eventbrite.co.uk/e/sars-cov2-workshop-tickets-155811118249
https://www.who.int/news/item/29-04-2021-who-publishes-new-guidance-to-promote-strong-efficient-and-sustainable-regulatory-systems
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The Good Regulatory Practices document provides advice to establish and implement sound, 
affordable, efficient regulation of medical products as an important part of health system 
performance and sustainability.  The Good Reliance Practices document presents the overarching 
principles of regulatory reliance in the field of regulation of medical products.  This principle allows 
leveraging the output of other regulators whenever possible while placing a greater focus at 
national level on value-added regulatory activities.  
A Launch Webinar is organized on Tuesday 29 June 2021 in order to present and explain the main 
principles of the WHO Good Regulatory Practices and WHO Good Reliance Practices, introduce 
the high-level plan for implementation and offer the opportunity to the audience to ask questions 
and/or give suggestions for additional guidance on these two recently released documents.  

Register at https://who.zoom.us/webinar/register/WN_1dkLBrc6Rw2pGWJZjC_naQ 
 

WHO Collaborative Registration Procedure for NRAs in the South-East Asia region 
30 June - 01 July 2021 
WHO is organizing a two-day virtual advocacy and sensitization workshop on the Collaborative 
Registration Procedure (CRP) for regulators in the South-East Asia region, (SEARO) from 30 June 
to 01 July 2021.  The aim of the workshop is to advocate the use of risk-based approaches to 
registration of medicines, vaccines and in vitro diagnostic medical devices and use of CRP by the 
National Regulatory Authorities, (NRAs) to accelerate national registration and shorten the 
registration timelines for new applications. 
The general objective of the workshop is to increase awareness on the CRP and other reliance-
based approaches for national regulatory decision making.  Further, the workshop will focus on 
educating NRAs who are new to the WHO Prequalification process on prequalification 
assessments, including requirements, processes and on the concept, principles and benefits of the 
CRP for the NRAs, manufacturers and ultimately the patients.  Key practical implementation issues 
of CRP at NRA level, including challenges and how to address them will also be presented. 
 

Expert Network: Monitoring new threats to medical products of human origin (MPHO) 
The WHO has a collaborating centre agreement with the Italian National Transplant Centre for the 
development of a database on adverse events and reactions related to transplantation and other 
medical products of human origin (MPHO), including blood and reproductive cells.  Building on the 
COVID-19 experience and the threats it poses to the supply and safety of all MPHOs, it has been 
decided to establish a network for monitoring Emerging Infectious Diseases and to provide 
information and guidance where available.  The network will include representatives from the 
European Commission, the ECDC, the US CDC, regulators from Member State authorities and 
experts from the relevant technical and clinical sectors.  An agreement has been reached with the 
WHO mechanism for Epidemic Intelligence from Open Sources (EIOS) that will host the newly 
established community.    
For more information, contact Mr. Efstratios Chatzixiros at chatzixirose@who.int  
 

https://who.zoom.us/webinar/register/WN_1dkLBrc6Rw2pGWJZjC_naQ
mailto:chatzixirose@who.int

	Key Messages
	Highlights and main issues
	Virus variants
	Naming SARS CoV-2 variants
	Epidemiological Update
	Global BioHub for pathogen storage, sharing and analysis
	Antigenic analysis of SARS-CoV-2

	Update on the ACT-Accelerator
	G20 leaders boost support of the ACT-Accelerator

	COVAX
	A New Commitment for vaccine equity and defeating the pandemic
	Call to action to equip COVAX to deliver 2 billion doses in 2021

	WHO’s other COVID-19-related work
	WHO meeting reports on meetings and consultations
	Strengthening WHO’s preparedness for and response to public health emergencies
	Call to actively support the C-TAP
	Strengthening local production of medicines and other health technologies to improve access

	Alignment of approaches by regulators
	ICMRA-WHO joint statement for healthcare professionals
	COVID-19 real-world evidence and observational studies
	Draft WHO Guidance for Comments

	In vitro diagnostics
	WHO EUL and Listing Update
	WHO Facilitated procedure for accelerating national listing/authorization
	IVDs listed by National Regulatory Authorities in IMDRF jurisdictions


	Therapeutics
	Clinical Trials
	Support materials

	Vaccines
	WHO COVID-19 Vaccines Dashboard
	Sinovac COVID-19 vaccine (Vero Cell [Inactivated]) - CoronaVac
	BioNtech Tozinameran – COVID-19 mRNA vaccine
	COVID-19 vaccine (ChAdOx1-S) [recombinant])
	Janssen COVID-19 Vaccine (Ad26.COV2-S [recombinant])
	Status Update: WHO EUL/PQ evaluation
	Safety of COVID-19 Vaccines
	Booster and Mix & Match Strategies
	COVAX Regulatory Advisory Group (RAG)

	WHO Assays Working Group
	Supply Chain
	Upcoming events
	Global Consultation on SARS-CoV-2 VOC and their Impact on Public Health Interventions
	SARS-CoV-2 Workshop by NIBSC, UK
	WHO Facilitated Procedure for accelerating authorization of WHO EUL SARS-CoV-2 IVDs
	Launch Webinar on WHO Good Regulatory Practices and Good Reliance Practices
	WHO Collaborative Registration Procedure for NRAs in the South-East Asia region
	Expert Network: Monitoring new threats to medical products of human origin (MPHO)


