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:::::: 
:::::: 
 
Milestones :: Perspectives :: Research 
 
Over US$ 2 billion raised to support equitable access to COVID vaccines with 
additional US$ 5 billion needed in 2021 - Gavi 
13 November 2020 
:: The European Commission, France, Spain, The Republic of Korea and the Bill & Melinda Gates 
Foundation pledge US$ 360 million to Gavi’s COVID-19 Vaccines Advance Market Commitment 
(COVAX AMC) 
:: Latest announcements mean over US$ 2 billion has been raised towards the effort 
to ensure equitable access to COVID-19 vaccines for low- and middle-income 
economies, with at least US$ 5 billion more needed in 2021 
:: The Bill & Melinda Gates Foundation has also pledged an additional US$ 20 million to the 
Coalition for Epidemic Preparedness Innovations (CEPI) to support COVID-19 vaccine research 
and development  
 
Geneva, 13 November 2020 – Gavi, the Vaccine Alliance welcomes latest pledges in support of 
the Gavi COVAX AMC, a financing mechanism that will support 92 low- and middle-income 
economies’ access to safe and effective COVID-19 vaccines. The approximately US$360 million 
in commitments include US$350m announced at the Paris Peace Forum by the European 
Commission, France, Spain and The Bill & Melinda Gates Foundation, as well as an earlier 
pledge of US$10 million made by the Republic of Korea. This means that over US$ 2 billion has 
been raised for the Gavi COVAX AMC so far, thanks to contributions from other sovereign 
donors, the private sector, and philanthropic sources. This funding will allow COVAX AMC 
to reserve and access 1 billion doses for AMC-eligible economies, with at least US$ 5 
billion needed in 2021 to procure doses as they come through the portfolio. 
 
The announcements come as 94 higher-income economies have officially joined the 
COVAX Facility, a global effort to ensure rapid and equitable access to safe and effective 
COVID-19 vaccines for the most vulnerable groups across the world. These 94 self-financing 
participants in the COVAX Facility will join the 92 low- and middle-income economies eligible to 
have their participation in the Facility supported by the Gavi COVAX AMC. 
 
“We are incredibly grateful for the support received so far. This vital funding not only helps us 
ensure lower-income economies aren’t left at the back of the queue when safe and effective 
COVID-19 vaccines become available, it will also play a vital role in ending the acute phase of 
this pandemic worldwide,” said Dr Seth Berkley, CEO of Gavi, the Vaccine Alliance. “However, 
this is not the time to take our foot off the gas. We urgently need to raise at least an 
additional US$ 5 billion by the end of 2021 to ensure equitable distribution of these 
vaccines to those who need them.” 
 
The details of the latest Gavi COVAX pledges received are as follows: 
:: The President of the European Commission pledged EUR 100 million (approximately US$ 120 
million) with the aim to support access to vaccines in lower income countries. This amount is in 
addition to the EUR 400 million (approximately US$ 480 million) in guarantees approved by the 
European Investment Bank (EIB) on Wednesday. These commitments contribute to Team 

https://www.gavi.org/news/media-room/over-us-2-billion-raised-support-equitable-access-covid-vaccines-additional-us-5
https://www.gavi.org/news/media-room/over-us-2-billion-raised-support-equitable-access-covid-vaccines-additional-us-5
https://www.gavi.org/vaccineswork/gavi-covax-amc-explained
https://www.gavi.org/news/media-room/92-low-middle-income-economies-eligible-access-covid-19-vaccines-gavi-covax-amc
https://www.gavi.org/news/media-room/92-low-middle-income-economies-eligible-access-covid-19-vaccines-gavi-covax-amc
https://www.gavi.org/covax-facility
https://www.gavi.org/covid19


 
 

Europe, a joint effort between the Commission, EIB, the EU’s 27 Member States, Norway and 
Iceland. 
 
:: France confirmed that the EUR 100m (approximately US$ 120 million) pledged at the Global 
Vaccine Summit on June 4, as special funds for Gavi to combat COVID-19, will go towards the 
Gavi COVAX AMC. 
 
:: Spain confirmed that EUR 50 million (approximately US$ 60 million) pledged at the Global 
Vaccine Summit on June 4, as special funds for Gavi to combat COVID-19, will go towards the 
Gavi COVAX AMC. 
 
:: The Bill & Melinda Gates Foundation pledged US$ 50 million to the Gavi COVAX AMC. This 
amount is in addition to US$ 106 million pledged by the Foundation for the COVAX AMC, 
bringing their total contribution to US$ 156 million. 
 
:: The Republic of Korea has earlier pledged US$ 10 million of new funding to the Gavi COVAX 
AMC. 
 
The Bill & Melinda Gates Foundation also pledged an additional US$ 20 million to CEPI, which is 
leading COVAX vaccine research and development work to develop safe and effective vaccines 
which can be made available to countries participating in the COVAX Facility. Nine candidate 
vaccines are currently being supported by CEPI; eight of which are currently in clinical trials. 
Governments, vaccine manufacturers (in addition to their own R&D), organisations and 
individuals have committed US$ 1.3 billion towards vaccine R&D so far, but an additional 
US$800m is urgently needed to continue to move the portfolio forward. 
 
The COVAX Facility is part of COVAX, the vaccines pillar of the Access to COVID-19 Tools (ACT) 
Accelerator, which is co-led by the Coalition for Epidemic Preparedness Innovations (CEPI), 
Gavi, the Vaccine Alliance, and the World Health Organization (WHO) – working in partnership 
with developed and developing country vaccine manufacturers, UNICEF, the World Bank, civil 
society organisations and others. COVAX is the only global initiative that is working with 
governments and manufacturers to ensure COVID-19 vaccines are available worldwide to 
economies of all financial means. 
 
:::::: 
:::::: 
 
Measles 
 
Worldwide Measles Deaths Climb 50% from 2016 to 2019 Claiming Over 207,500 
Lives in 2019  
NEW YORK/ GENEVA/ ATLANTA, 12 November 2020 – Measles surged worldwide in 2019 
reaching highest number of reported cases in 23 years.  Highlighted in a publication by the 
World Health Organization (WHO) and the United States Centers for Disease Control and 
Prevention (CDC), measles cases worldwide increased to 869,770 in 2019, the highest number 
reported since 1996 with increases in all WHO regions. Global measles deaths climbed nearly 50 
percent since 2016, claiming an estimated 207,500 lives in 2019 alone.  
 

https://cepi.net/news_cepi/cepi-receives-funding-for-development-of-next-generation-of-covid-19-vaccine-candidates/
https://www.who.int/publications/m/item/access-to-covid-19-tools-tracker
https://www.who.int/publications/m/item/access-to-covid-19-tools-tracker
https://www.unicef.org/press-releases/unicef-statement-situation-tigray-region-ethiopia
https://www.unicef.org/press-releases/unicef-statement-situation-tigray-region-ethiopia
https://www.cdc.gov/mmwr/volumes/69/wr/mm6945a6.htm?s_cid=mm6945a6_w


 
 

After steady global progress from 2010 to 2016, the number of reported measles cases climbed 
progressively to 2019. Comparing 2019 data with the historic low in reported measles cases in 
2016, authors cite a failure to vaccinate children on time with two doses of measles-containing 
vaccines (MCV1 and MCV2) as the main driver of these increases in cases and deaths. 
 
“We know how to prevent measles outbreaks and deaths,” said Dr Tedros Adhanom 
Ghebreyesus, WHO Director-General. “These data send a clear message that we are failing to 
protect children from measles in every region of the world.  We must collectively work to 
support countries and engage communities to reach everyone, everywhere with measles 
vaccine and stop this deadly virus.”… 
 
Global response to COVID-19 pandemic must not exacerbate the measles crisis 
Although reported cases of measles are lower in 2020, necessary efforts to control COVID-19 
have resulted in disruptions in vaccination and crippled efforts to prevent and minimize measles 
outbreaks. As of November, more than 94 million people were at risk of missing vaccines due to 
paused measles campaigns in 26 countries.  Many of these countries are experiencing ongoing 
outbreaks.  Of countries with postponed planned 2020 campaigns, only eight (Brazil, Central 
African Republic, Democratic Republic of Congo, Ethiopia, Nepal, Nigeria, Philippines and 
Somalia) resumed their campaigns after initial delays.  
 
“Before there was a coronavirus crisis, the world was grappling with a measles 
crisis, and it has not gone away,” said Henrietta Fore, UNICEF Executive Director. 
“While health systems are strained by the COVID-19 pandemic, we must not allow 
our fight against one deadly disease to come at the expense of our fight against 
another. This means ensuring we have the resources to continue immunization campaigns for 
all vaccine-preventable diseases, even as we address the growing COVID-19 pandemic.” 
 
Causes of failure to control measles are many and must be addressed  
Global immunization partners are engaging leaders and public health professionals in affected 
and at-risk countries to ensure that measles vaccines are available and safely delivered, and 
that caregivers understand the life-saving benefit of the vaccine.  On 6 November 2020, WHO 
and UNICEF issued an emergency call to action for measles and polio outbreak prevention and 
response… 
 
:::::: 
:::::: 
 
nOPV2 
 
First ever vaccine listed under WHO emergency use 
13 November 2020    
WHO today listed the nOPV2 vaccine (Bio Farma, Indonesia) for emergency use to address the 
rising cases of a vaccine-derived polio strain in a number of African and East Mediterranean 
countries. Countries in WHO’s Western Pacific and South-East Asia regions are also affected by 
these outbreaks. The emergency use listing, or EUL, is the first of its kind for a vaccine and 
paves the way for potential listing of COVID-19 vaccines. 
 

https://s3.amazonaws.com/wp-agility2/measles/wp-content/uploads/2020/11/Call-To-Action-20201105.pdf
https://s3.amazonaws.com/wp-agility2/measles/wp-content/uploads/2020/11/Call-To-Action-20201105.pdf
https://www.who.int/news/item/13-11-2020-first-ever-vaccine-listed-under-who-emergency-use
http://polioeradication.org/nopv2/


 
 

The world has made incredible progress toward polio eradication, reducing polio cases by 
99.9% in the last 30 years. But the last steps to ending this disease are proving the most 
difficult, particularly with continuing outbreaks of circulating vaccine-derived polio viruses 
(cVDPVs)… 
 
The EUL procedure and how it could help to speed up access to a future COVID-19 
vaccine 
The EUL procedure assesses the suitability of yet to be licensed health products during public 
health emergencies, such as polio and COVID. The objective is to make these medicines, 
vaccines and diagnostics available faster to address the emergency. The assessment 
essentially weighs the threat posed by the emergency against the benefit that would accrue 
from the use of the product based on a robust body of evidence. 
 
The procedure was introduced during the West Africa Ebola outbreak of 2014-2016, when 
multiple Ebola diagnostics received emergency use listing; since then, numerous COVID-19 
diagnostics have also been listed. The nOPV2 is the first such listing for a vaccine. 
 

 
 
The EUL pathway involves a rigorous assessment of phase II and phase III clinical trial data as 
well as substantial additional data on safety, efficacy and manufacturing quality. These data are 
reviewed by independent experts who consider the current body of evidence on the vaccine 
under consideration, the plans for monitoring its use, and the plans for further studies. 
 



 
 

Experts from individual national authorities are invited to participate in the EUL review and are 
engaged to help facilitate the necessary country-level decision process for authorization of use. 
Once a vaccine has been listed for WHO emergency use, WHO engages its regional regulatory 
networks and partners to sensitize national health authorities on the vaccine and its anticipated 
benefits based on data from clinical studies to date. 
 
In addition to deciding whether to use the vaccine, each country needs to complete a readiness 
process for the implementation of the vaccine under the EUL. The company producing the 
vaccine also commits to continue to generate data to enable full licensure and WHO 
prequalification of the vaccine. WHO prequalification will assess additional clinical data 
generated from vaccine trials and deployment on a rolling basis to ensure the vaccine continues 
to meet the necessary standards of quality, safety and efficacy for broader availability (i.e. 
through procurement by UN agencies and others). 
 
:::::: 
:::::: 
 
COVID-19 Vaccines – Development/Distribution 
 
Johnson & Johnson and U.S. Department of Health & Human Services Expand 
Agreement to Support Next Phase of COVID-19 Vaccine Candidate Research and 
Development 
   NEW BRUNSWICK, N.J., Nov. 14, 2020 /PRNewswire/ -- Johnson & Johnson (the Company) 
announced the expansion to the partnership between its Janssen Pharmaceutical Companies 
(Janssen) and the Biomedical Advanced Research and Development Authority (BARDA), which 
is part of the Office of the Assistant Secretary for Preparedness and Response (ASPR) at the 
U.S. Department of Health and Human Services for the ongoing development of Janssen's 
investigational COVID-19 vaccine candidate. 
   Under the amendment, Janssen will commit approximately $604 million and BARDA will 
commit approximately $454 million to support the ongoing Phase 3 ENSEMBLE trial evaluating 
Janssen's investigational COVID-19 vaccine candidate as a single-dose in up to 60,000 
volunteers worldwide… 
 
:::::: 
 
Moderna Has Completed Case Accrual for First Planned Interim Analysis of its mRNA 
Vaccine Against COVID-19 (mRNA-1273) 
Acceleration in rate of COVID-19 disease across trial sites; Company expects more than 53 
cases will be submitted to Data Safety Monitoring Board for the first interim analysis 
November 11, 2020 
   CAMBRIDGE, Mass.--(BUSINESS WIRE)--Moderna, Inc., (Nasdaq: MRNA) a biotechnology 
company pioneering messenger RNA (mRNA) therapeutics and vaccines to create a new 
generation of transformative medicines for patients, today announced that it has completed 
case accrual for the first interim analysis of the Phase 3 COVE study of mRNA-1273, its COVID-
19 vaccine candidate.  
   Moderna has seen a significant increase in the rate of case identification across sites in the 
last week. As a result, the Company expects the first interim analysis will include substantially 
more than 53 cases, the targeted trigger point for the analysis. The data on these cases is 

https://www.prnewswire.com/news-releases/johnson--johnson-and-us-department-of-health--human-services-expand-agreement-to-support-next-phase-of-covid-19-vaccine-candidate-research-and-development-301173112.html
https://www.prnewswire.com/news-releases/johnson--johnson-and-us-department-of-health--human-services-expand-agreement-to-support-next-phase-of-covid-19-vaccine-candidate-research-and-development-301173112.html
https://www.prnewswire.com/news-releases/johnson--johnson-and-us-department-of-health--human-services-expand-agreement-to-support-next-phase-of-covid-19-vaccine-candidate-research-and-development-301173112.html
https://c212.net/c/link/?t=0&l=en&o=2982129-1&h=3572506140&u=https%3A%2F%2Fwww.jnj.com%2Fjohnson-johnson-announces-a-lead-vaccine-candidate-for-covid-19-landmark-new-partnership-with-u-s-department-of-health-human-services-and-commitment-to-supply-one-billion-vaccines-worldwide-for-emergency-pandemic-use&a=partnership
https://c212.net/c/link/?t=0&l=en&o=2982129-1&h=2733764398&u=https%3A%2F%2Fwww.jnj.com%2Fjohnson-johnson-initiates-pivotal-global-phase-3-clinical-trial-of-janssens-covid-19-vaccine-candidate&a=Phase+3+ENSEMBLE+trial
http://www.businesswire.com/news/home/20201111005805/en/Moderna-Completed-Case-Accrual-Planned-Interim-Analysis
http://www.businesswire.com/news/home/20201111005805/en/Moderna-Completed-Case-Accrual-Planned-Interim-Analysis


 
 

being prepared for submission to the independent Data Safety Monitoring Board (DSMB) for 
analysis and recommendation. Moderna remains blinded to whether these participants received 
vaccine or placebo… 
 
:::::: 
 
The First Interim Data Analysis of the Sputnik V Vaccine Against COVID-19 Phase 
III Clinical Trials in the Russian Federation Demonstrated 92% Efficacy 
November 11, 2020 
:: The Sputnik V vaccine efficacy amounted to 92% (calculation based on the 20 confirmed 
COVID-19 cases split between vaccinated individuals and those who received the placebo). 
Currently 40,000 volunteers are taking part in double-blind, randomized, placebo-controlled 
Phase III of Sputnik V clinical trials, out of which over 20,000 have been vaccinated with the 
first dose of the vaccine and more than 16,000 with both the first and second doses of the 
vaccine.  
:: Efficacy was demonstrated on the basis of a first interim analysis obtained 21 days after the 
first injection.  
:: There were no unexpected adverse events during the trials. Monitoring of the participants is 
ongoing.  
:: The world’s first registration of COVID-19 vaccine, done in Russia on the 11th of August 
under the emergency use authorization mechanism, enables the Russian Federation to 
administer the vaccine outside of the clinical trials to volunteers such as medics and other high-
risk groups. Trials conducted under the civil use of the vaccine in Russia (not being a part of 
clinical trials) based on the monitoring of additional 10,000 vaccinated confirmed vaccine 
efficacy at a rate of over 90%.  
:: The interim research data will be published by the Gamaleya Center team in one of the 
leading international peer-reviewed medical journals. Following the completion of Phase III 
clinical trials of the Sputnik V vaccine, Gamaleya Center will provide access to the full clinical 
trial report.  
:: Currently Sputnik V Phase III clinical trials are approved and are undergoing in Belarus, UAE, 
Venezuela and other countries, as well as Phase II-III – in India.  
:: The Sputnik V vaccine is based on a well-studied human adenoviral vector platform that had 
proven safe and effective with no long-term side effects in more than 250 clinical trials globally 
conducted during the past two decades (while the history of use of human adenoviruses in 
vaccine development started in 1953). More than 100,000 people have received approved and 
registered drugs based on the human adenoviral vectors.  
:: The uniqueness of the Russian vaccine is in using two different human adenoviral vectors 
that enable to provide strong and long-term immune response after the second injection.  
 
:::::: 
 
Pfizer and BioNTech Reach an Agreement to Supply the EU With 200 Million Doses 
of Their BNT162b2 mRNA-Based Vaccine Candidate Against SARS-CoV-2 
November 11, 2020 
:: Agreement provides a supply of 200 million doses and an option to request additional 100 
million doses, with deliveries anticipated to start by the end of 2020, subject to regulatory 
approval  

http://www.businesswire.com/news/home/20201111005675/en/Interim-Data-Analysis-Sputnik-Vaccine-COVID-19-Phase
http://www.businesswire.com/news/home/20201111005675/en/Interim-Data-Analysis-Sputnik-Vaccine-COVID-19-Phase
http://www.businesswire.com/news/home/20201111005405/en/Pfizer-BioNTech-Reach-Agreement-Supply-EU-200
http://www.businesswire.com/news/home/20201111005405/en/Pfizer-BioNTech-Reach-Agreement-Supply-EU-200


 
 

:: The vaccine supply for the EU will be produced by BioNTech’s manufacturing sites in 
Germany and Pfizer’s manufacturing site in Belgium and based on current projections, the 
companies expect to produce globally up to 1.3 billion doses in 2021  
:: Pfizer and BioNTech initiated a rolling submission to the European Medicines Agency (EMA) in 
October, and will continue regular and open dialogue with the EMA providing results from their 
ongoing Phase 3 study  
 
:::::: 
 
Pfizer and BioNTech Announce Vaccine Candidate Against COVID-19 Achieved 
Success in First Interim Analysis from Phase 3 Study 
November 09, 2020 
:: Vaccine candidate was found to be more than 90% effective in preventing COVID-19 in 
participants without evidence of prior SARS-CoV-2 infection in the first interim efficacy analysis  
Analysis evaluated 94 confirmed cases of COVID-19 in trial participants  
:: Study enrolled 43,538 participants, with 42% having diverse backgrounds, and no serious 
safety concerns have been observed; Safety and additional efficacy data continue to be 
collected  
:: Submission for Emergency Use Authorization (EUA) to the U.S. Food and Drug Administration 
(FDA) planned for soon after the required safety milestone is achieved, which is currently 
expected to occur in the third week of November  
:: Clinical trial to continue through to final analysis at 164 confirmed cases in order to collect 
further data and characterize the vaccine candidate’s performance against other study 
endpoints  
 
:::::: 
::::::  
 
COVID-19 Vaccines – Procurement 
 
UNICEF and PAHO launch joint COVID-19 vaccine tender on behalf of COVAX Facility  
NEW YORK/WASHINGTON DC, 12 November 2020: UNICEF and the Pan American Health 
Organization (PAHO) announced today the launch of a tender inviting all COVID-19 
vaccine developers to submit a proposal for supply in 2021. 
 
The tender, which will run for 6 weeks, aims to provide at least 2 billion doses of COVID-
19 vaccines on behalf of the COVAX Facility, administered by Gavi, the Vaccine Alliance. 
The aim of the tender is to ensure equitable and accelerated access to quality assured vaccines 
for the 186 participating economies as of today. 
 
All manufacturers expecting to have supply available by the end of 2021 at the latest are invited 
to respond to the tender, including those that have already signed advance purchase 
commitments with Gavi, as well as those with pre-existing agreements with the Coalition for 
Epidemic Preparedness Innovations (CEPI) on vaccine development. 
 
Matching the unprecedented challenge of addressing the pandemic requires that an innovative 
procurement process to secure quality-assured COVID-19 vaccines is designed. This entails 
pooling demand across 186 participants under the COVAX Facility, against which manufacturers 

http://www.businesswire.com/news/home/20201109005539/en/%C2%A0Pfizer-BioNTech-Announce-Vaccine-Candidate-COVID-19-Achieved
http://www.businesswire.com/news/home/20201109005539/en/%C2%A0Pfizer-BioNTech-Announce-Vaccine-Candidate-COVID-19-Achieved
https://www.unicef.org/press-releases/unicef-and-paho-launch-joint-covid-19-vaccine-tender-behalf-covax-facility
https://www.ungm.org/public/Notice/117711
https://www.gavi.org/covax-facility


 
 

of COVID-19 vaccines can submit bids, with UNICEF and PAHO joining forces through joint 
tendering. This will help to optimize supply from a wide array of potential manufacturers using 
different technology platforms, thereby improving the likelihood of accessing successfully 
licensed products in the shortest possible time while securing the lowest price on the global 
market. 
 
Of the 186 participating economies, 92 lower-income economies will receive financial support 
through the Advance Market Commitment (AMC) of the COVAX Facility. These economies 
include those defined by the World Bank as low- and lower middle-income economies, as well 
as economies eligible for international development assistance. 
 
Of the countries that are part of the AMC, UNICEF will take the lead on the purchase of the 
vaccine for 82 participants outside of the Americas, while PAHO, through its Revolving Fund, 
will purchase the vaccine for 10 of its Member States in the Americas. 
 
Self-financing economies participating in the COVAX Facility will have the option to 
buy vaccines themselves – or through UNICEF, and PAHO, based on key terms 
negotiated via the COVAX Facility. PAHO will purchase on behalf of all interested Member 
States from the Americas; as of today, 28 self-financing economies have signed agreements 
with the COVAX Facility. 
 
UNICEF and PAHO will establish long-term agreements to facilitate procurement 
and delivery but will also identify additional vaccine candidates to be targeted for 
advance purchase commitments by the COVAX Facility. The WHO framework for fair and 
equitable access to COVID-19 vaccines[1] will provide guidance on the allocation of supply. 
Manufacturers will be expected to deliver vaccines as per UNICEF and PAHO terms and 
conditions for lower-income economies. 
 
Working in coordination with leading regulatory authorities, all vaccines will be 
endorsed for safety, efficacy, and quality by WHO before delivery. UNICEF and PAHO 
aim to sign supply arrangements with successful manufacturers to support early access to 
COVID-19  
 
:::::: 
:::::: 
 
COVID-19 Vaccines – Pharmacovigilance 
 
News & Press Releases   
News: EMA publishes safety monitoring plan and guidance on risk management 
planning for COVID-19 vaccines  
Last updated: 13/11/2020  
EMA and the national competent authorities (NCAs) in EU Member States have prepared 
a  safety monitoring plan for COVID-19 vaccines . The plan outlines how relevant new 
information emerging after the authorisation and uptake of COVID-19 vaccines in the pandemic 
situation will be collected and promptly reviewed. 
 

https://www.gavi.org/news/media-room/92-low-middle-income-economies-eligible-access-covid-19-vaccines-gavi-covax-amc
http://www.paho.org/en/resources/paho-revolving-fund
https://www.unicef.org/press-releases/unicef-and-paho-launch-joint-covid-19-vaccine-tender-behalf-covax-facility#_ftn1
https://www.ema.europa.eu/en/news/international-regulators-who-join-forces-address-covid-19-challenges
https://www.ema.europa.eu/en/news/ema-publishes-safety-monitoring-plan-guidance-risk-management-planning-covid-19-vaccines
https://www.ema.europa.eu/en/news/ema-publishes-safety-monitoring-plan-guidance-risk-management-planning-covid-19-vaccines
https://www.ema.europa.eu/en/news/ema-publishes-safety-monitoring-plan-guidance-risk-management-planning-covid-19-vaccines
https://www.ema.europa.eu/en/news/ema-publishes-safety-monitoring-plan-guidance-risk-management-planning-covid-19-vaccines
https://www.ema.europa.eu/en/glossary/national-competent-authority
https://www.ema.europa.eu/documents/other/pharmacovigilance-plan-eu-regulatory-network-covid-19-vaccines_en.pdf


 
 

The safety of COVID-19 vaccines will be monitored according to the guidance set out by EMA 
and NCAs in the good pharmacovigilance practices (GVP), that applies to all medicines. In view 
of the extraordinary circumstances, though, EU authorities have planned several activities that 
will apply specifically to COVID-19 vaccines. 
 
Through the implementation of these activities, the EU medicines regulatory network will assess 
any safety data emerging from a range of different sources (spontaneous reporting, 
observational studies, etc.). Any potential safety concerns identified will be addressed by taking 
appropriate regulatory action to safeguard individual and public health and communicating with 
the public in a transparent and timely manner. 
 
The plan comprises new reporting obligations for companies that will have to 
submit monthly safety reporting summaries in addition to the regular updates 
foreseen by the legislation. Furthermore, the plan details the scientific studies 
already in place to monitor the safety, effectiveness and coverage of COVID-19 
vaccines after their authorisation. Lastly, it details the exceptional transparency 
measures set up by EMA as well as how the Agency plans to engage with a wide 
range of stakeholders. 
 
In this context, EMA has also published guidance to support pharmaceutical companies’ 
preparation of risk management plans (RMPs) for COVID-19 vaccines . As for any medicine, 
companies applying for a marketing authorisation for COVID-19 vaccines must submit RMPs. 
The RMP explains how the company must monitor and report on the safety of the vaccine once 
authorised, and what measures it must put in place to further characterise and manage risks. 
RMPs are updated as new information becomes available. The RMP guidance for COVID-19 
vaccines complements the existing guidelines on the RMP format in the EU and guidance on 
good pharmacovigilance practices, which apply to all medicines.  
 
Additional specific considerations in this guidance address, for example: 
:: further information on vaccine safety that might be generated after the marketing 
authorisation in special populations, such as the elderly, children, or patients with co-
morbidities; 
:: core requirements for lists of adverse events of special interest (AESI), methods used for 
signal detection, and follow-up of any safety signals identified in clinical trials; 
:: submission of monthly summary safety reports by marketing authorisation holders to EMA in 
addition to the usual periodic safety update reports; 
:: traceability tools that can help record who has received which vaccine and from which batch.  
 
All activities that companies include in the RMP for a COVID-19 vaccine should take into account 
EMA’s infrastructure to support the monitoring of the efficacy and safety of COVID-19 
treatments and vaccines when used in day-to-day clinical practice… 
 
:::::: 
:::::: 
 
COVAX-19 Vaccines &Therapeutics – Equity/Access 
 

https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/good-pharmacovigilance-practices
https://www.ema.europa.eu/documents/other/consideration-core-requirements-rmps-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/documents/other/consideration-core-requirements-rmps-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/en/glossary/marketing-authorisation
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pharmacovigilance/risk-management/risk-management-plans#integrated-pdf-version-section
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/good-pharmacovigilance-practices
https://www.ema.europa.eu/en/glossary/marketing-authorisation
https://www.ema.europa.eu/en/glossary/marketing-authorisation
https://www.ema.europa.eu/en/glossary/adverse-event
https://www.ema.europa.eu/en/glossary/safety-signal
https://www.ema.europa.eu/en/glossary/clinical-trial
https://www.ema.europa.eu/en/glossary/marketing-authorisation-holder
https://www.ema.europa.eu/en/glossary/periodic-safety-update-report
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19#post-authorisation-section
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19#post-authorisation-section


 
 

Innovative and generic & biosimilar pharmaceutical industries unite on commitment 
to equitable access to COVID-19 medicines and vaccines, while flagging where 
further help is needed from others 
IGBA and IFPMA   Published on: 10 November 2020 
[Editor’s text bolding] 
Geneva 10 November 2020 – On the occasion of the World Health Assembly, the world’s 
research-based and generic & biosimilar pharmaceutical industry bodies delivered a statement 
declaring their shared commitment to equitable access to COVID-19 medicines and vaccines. In 
their joint statement, the two global pharmaceutical industry bodies acknowledge their 
responsibility and commitment to support the international response to the pandemic with their 
unique scientific, technical and manufacturing expertise to meet the increased demand for 
medicines; and to the discovery and development of affordable therapeutics and vaccines for 
COVID-19.  However, for the pharmaceutical industry to do so fully, it requires others to play 
their part. 
 
The two pharmaceutical industry bodies list eight areas of shared concern that 
require international solidarity, cooperation, coordination and support. The areas 
covered involve trade, disease surveillance and demand forecasting, regulatory 
alignment, partnership, support for balanced intellectual property; and for 
multilateral organizations and country leaders to align on allocation principles to 
ensure fair and equitable access to COVID-19 treatments and vaccines. They also 
underscore the need to ensure adequate resources are spent to build stronger, more resilient 
health systems. 
 
From the outset of the coronavirus pandemic, the whole pharmaceutical industry has shown 
commitment to business integrity and stepped up to bring its expertise to meet the increased 
demand for medicines; and to the discovery and development of affordable therapeutics and 
vaccines for COVID-19.  The two global trade federations representing the research-based 
pharmaceutical industry (IFPMA) and the generic and biosimilar medicines industries (IGBA), 
are founding partners of the Access to COVID-19 Tools (ACT) Accelerator.  By joining this 
unique multi-stakeholder partnership, the industry bodies recognised their shared responsibility 
in bringing their unique scientific, technical and manufacturing expertise to meet the increased 
demand for medicines.  In the spirit of the principles of international solidarity, the two 
pharmaceutical bodies call on others to play their part in providing the enabling environment 
needed for the industry to do its job in the best way possible. 
 
Moving forward, the two industry bodies (IGBA and IFPMA) point to the importance of ensuring 
adequate resources are spent to build stronger, more resilient health systems that can cope 
with complex health challenges. It will also be essential to minimise the disruption to the 
provision of essential health services and continue the fight against priority diseases.  Not to do 
so will undermine the significant progress we have made together on major health challenges 
such as non-communicable diseases (NCDs), routine immunisation, and other infectious 
diseases. 
 
:::::: 
:::::: 
 
EMERGENCIES 

https://www.ifpma.org/resource-centre/innovative-and-generic-biosimilar-pharmaceutical-industries-unite-on-commitment-to-equitable-access-to-covid-19-medicines-and-vaccines-while-flagging-where-further-help-is-needed-from-others/
https://www.ifpma.org/resource-centre/innovative-and-generic-biosimilar-pharmaceutical-industries-unite-on-commitment-to-equitable-access-to-covid-19-medicines-and-vaccines-while-flagging-where-further-help-is-needed-from-others/
https://www.ifpma.org/resource-centre/innovative-and-generic-biosimilar-pharmaceutical-industries-unite-on-commitment-to-equitable-access-to-covid-19-medicines-and-vaccines-while-flagging-where-further-help-is-needed-from-others/
https://www.who.int/about/governance/world-health-assembly
https://www.ifpma.org/resource-centre/ifpma-statement-for-the-resumed-73rd-wha-on-agenda-item-13-2-whos-work-in-health-emergencies/
https://www.who.int/initiatives/act-accelerator


 
 

 
Coronavirus [COVID-19] 
Public Health Emergency of International Concern (PHEIC) 
 
Weekly Epidemiological and Operational updates  
last update: 14 November 2020, 10:30 GMT-4 
Confirmed cases ::    53 164 803     [week ago: 49 106 931]   [two weeks ago: 45 428 73]    
Confirmed deaths ::    1 300 576    [week ago:   1 239 157]   [two weeks ago:  1 185 721]    
Countries, areas or territories with cases :: 220 
 
:::::: 
 
10 November 2020  
Weekly epidemiological update - 10 November 2020  
Overview  
Globally in the past week, cases of COVID-19 have increased by 8%, compared to the previous 
week, resulting in over 3.6 million new cases, while new deaths have increased by 21% to over 
54 000. This brings the cumulative numbers to over 49.7 million reported cases and over 1.2 
million deaths globally since the start of the pandemic. 
 
:::::: 
:::::: 
 
Emergencies 
 
POLIO   
Public Health Emergency of International Concern (PHEIC) 
 
Polio this week as of 11 November 2020 
:: In a year marked by the global COVID-19 pandemic, global health leaders convening virtually 
at this week’s World Health Assembly called for continued urgent action on polio eradication. 
The Assembly congratulated the African region on reaching the public health milestone of 
certification as wild polio free, but highlighted the importance of global solidarity to achieve the 
goal of global eradication and certification…Read more 
:: Last week, WHO and UNICEF launched an emergency call to action for measles and polio 
outbreak response, to protect children by vaccination. It is a global call to action, both for 
countries to re-boost their immunization systems in the wake of COVID-19 and for the 
international community to work together to ensure that the financial resources needed on an 
emergency basis are rapidly made available. 
:: 13 November is the deadline for prospective bidders to submit their applications for the 
Consultancy to provide technical support to the GACVS (Global Advisory Committee on Vaccine 
Safety) Sub-Committee for nOPV2. More information on the Request for Proposals. 
 
Summary of new WPV and cVDPV viruses this week (AFP cases and environmental 
samples):  
:: Afghanistan: 15 cVDPV2 cases and 13 cVDPV2 positive environmental samples 
:: Pakistan: five WPV1 positive environmental samples and five cVDPV2 positive environmental 
samples 

https://www.who.int/docs/default-source/coronaviruse/situation-reports/20201110-weekly-epi-update-13.pdf?sfvrsn=24435477_15&download=true
http://polioeradication.org/polio-today/polio-now/this-week/
http://polioeradication.org/news-post/global-health-leaders-urge-emergency-action-on-polio-at-world-health-assembly/
http://polioeradication.org/wp-content/uploads/2020/11/Call-To-Action-20201105.pdf
http://polioeradication.org/wp-content/uploads/2020/10/RFP-MV-HQPOLPRD001.pdf


 
 

:: Chad: one cVDPV2 case 
:: Somalia: three cVDPV2 cases 
 
:::::: 
:::::: 
 
WHO Grade 3 Emergencies  [to 14 Nov 2020] 
Democratic Republic of the Congo - No new digest announcements identified 
Mozambique floods  - No new digest announcements identified 
Nigeria - No new digest announcements identified   
Somalia - No new digest announcements identified 
South Sudan   - No new digest announcements identified 
Syrian Arab Republic  - No new digest announcements identified 
Yemen - No new digest announcements identified 
 
:::::: 
 
WHO Grade 2 Emergencies  [to 14 Nov 2020] 
Afghanistan - No new digest announcements identified 
Angola   - No new digest announcements identified 
Burkina Faso - No new digest announcements identified 
Burundi  - No new digest announcements identified 
Cameroon  - No new digest announcements identified 
Central African Republic - No new digest announcements identified 
Ethiopia - No new digest announcements identified 
Iran floods 2019  - No new digest announcements identified 
Iraq - No new digest announcements identified 
Libya - No new digest announcements identified 
Malawi Floods - No new digest announcements identified 
Measles in Europe - No new digest announcements identified 
MERS-CoV  - No new digest announcements identified 
Mozambique  - No new digest announcements identified 
Myanmar  - No new digest announcements identified 
Niger - No new digest announcements identified 
occupied Palestinian territory  - No new digest announcements identified 
HIV in Pakistan  - No new digest announcements identified 
Sao Tome and Principe Necrotizing Cellulitis (2017)  - No new digest announcements identified 
Sudan  - No new digest announcements identified 
Ukraine - No new digest announcements identified 
Zimbabwe - No new digest announcements identified 
 
:::::: 
 
WHO Grade 1 Emergencies  [to 14 Nov 2020] 
Chad  - No new digest announcements identified 
Djibouti – Page not responding at inquiry 
Kenya   - No new digest announcements identified 
Mali  - No new digest announcements identified 

http://www.who.int/emergencies/crises/en/
http://www.who.int/emergencies/crises/cod/en/
https://afro.who.int/countries/mozambique
http://www.who.int/emergencies/nigeria/en/
http://www.who.int/emergencies/somalia/en/
https://www.who.int/emergencies/crises/ssd/en/
http://www.who.int/emergencies/crises/syr/en/
http://www.who.int/emergencies/crises/yem/en/
http://www.who.int/emergencies/crises/en/
https://www.who.int/emergencies/crises/afg/en/
https://afro.who.int/countries/angola
https://www.afro.who.int/fr/countries/burkina-faso
https://www.afro.who.int/countries/burundi
http://www.who.int/emergencies/crises/cmr/en/
http://www.who.int/emergencies/crises/caf/en/
http://www.who.int/emergencies/crises/eth/en/
https://www.who.int/emergencies/crises/irn/en/
http://www.emro.who.int/countries/irq/index.html
http://www.who.int/emergencies/crises/lby/en/
https://afro.who.int/countries/malawi
http://www.euro.who.int/en/health-topics/communicable-diseases/measles-and-rubella
http://www.who.int/emergencies/mers-cov/en/
https://afro.who.int/countries/mozambique
https://www.who.int/emergencies/crises/mmr/en/
http://afro.who.int/fr/countries/niger
http://www.who.int/emergencies/crises/opt/en/
http://www.emro.who.int/pandemic-epidemic-diseases/news/who-and-partners-mobilize-hiv-drugs-for-infected-children-in-pakistan.html
http://afro.who.int/
http://www.who.int/emergencies/crises/sdn/en/
http://www.who.int/emergencies/crises/ukr/en/
http://www.who.int/emergencies/crises/zwe/en/
https://www.who.int/emergencies/crises/en/
http://www.who.int/emergencies/crises/tcd/en/
http://www.emro.who.int/fr/countries/dji/
http://www.afro.who.int/countries/kenya
https://www.who.int/emergencies/crises/mli/en/


 
 

Namibia - viral hepatitis  - No new digest announcements identified 
Tanzania  - No new digest announcements identified 
  
:::::: 
:::::: 
 
UN OCHA – L3 Emergencies 
The UN and its humanitarian partners are currently responding to three 'L3' emergencies. This 
is the global humanitarian system's classification for the response to the most severe, large-
scale humanitarian crises.  
Syrian Arab Republic   
:: Syrian Arab Republic: COVID-19 Response Update No. 12 - 9 November 2020 
HIGHLIGHTS 
. As of 9 November, the Syrian Ministry of Health (MoH) reported 6,215 laboratory-confirmed 
cases, 317 fatalities, and 2,357 recoveries in Government of Syria (GoS)-controlled areas 
. To date, 194 cases amongst healthcare workers (HCWs) in GoS-controlled areas have been 
reported 
. In northwest Syria (NWS), as of 3 November, 7,059 confirmed cases of COVID-19 were 
reported, including 42 deaths 
. In northeast Syria (NES), 4,978 cases were confirmed as of 3 November, including 758 
recoveries and 133 deaths 
 .Areas of concern: Densely populated areas, notably Damascus/Rural Damascus, Aleppo and 
Homs, and those living in camps and informal settlements in NES, collective shelters throughout 
the country, as well as other areas, including Deir-Ez-Zor, where hostilities may make ongoing 
sample collection more challenging 
 
Yemen - No new digest announcements identified 
 
:::::: 
 
UN OCHA – Corporate Emergencies 
When the USG/ERC declares a Corporate Emergency Response, all OCHA offices, branches and 
sections provide their full support to response activities both at HQ and in the field. 
East Africa Locust Infestation   
:: Desert Locust situation update - 12 November 2020 
 
COVID-19   - No new digest announcements identified 
 
:::::: 
:::::: 
 
WHO & Regional Offices [to 14 Nov 2020]  
13 November 2020   News release 
Access to COVID 19 Tools Accelerator commitments reach US$ 5.1billion following 
new contributions, including at Paris Peace Forum 
 
13 November 2020   Departmental news 
First ever vaccine listed under WHO emergency use 

http://afro.who.int/news/baseline-assessment-national-viral-hepatitis-response-namibia
http://www.who.int/emergencies/crises/tza/en/
https://www.unocha.org/where-we-work/current-emergencies
https://www.unocha.org/syria
https://reliefweb.int/node/3686447
https://www.unocha.org/yemen
https://www.unocha.org/where-we-work/current-emergencies
https://www.unocha.org/east-africa-locust-infestation
https://reliefweb.int/node/3687289
https://www.unocha.org/covid19
https://www.who.int/news/item/13-11-2020-access-to-covid-19-tools-accelerator-commitments-reach-us-5.1billion-following-new-contributions-including-at-paris-peace-forum
https://www.who.int/news/item/13-11-2020-access-to-covid-19-tools-accelerator-commitments-reach-us-5.1billion-following-new-contributions-including-at-paris-peace-forum
https://www.who.int/news/item/13-11-2020-first-ever-vaccine-listed-under-who-emergency-use


 
 

[See Milestones above for detail] 
 
13 November 2020  News release 
WHO establishes Council on the Economics of Health for All  
 
12 November 2020   News release 
WHA73 endorses resolutions on meningitis control and epilepsy, roadmap on 
neglected tropical diseases 
   
12 November 2020   News release 
Worldwide measles deaths climb 50% from 2016 to 2019 claiming over 207 500 
lives in 2019 
 
12 November 2020   Departmental news 
Neglected tropical diseases: World Health Assembly endorses bold new road map 
targets for 2030 
…2030 road map targets 
   The road map sets global targets and milestone to prevent, control, eliminate and eradicate 
20 neglected tropical diseases (NTDs) and disease groups. By shifting away from single-disease 
vertical programmes to integrated approaches, it aims to promote improved coordination and 
collaboration. Another distinct feature is to drive greater ownership by national and local 
governments, including communities. The overarching 2030 global targets are to:  
:: reduce by 90% the number of people requiring treatment for NTDs  
:: eliminate at least one NTD in 100 countries  
: eradicate two diseases (dracunculiasis and yaws)  
:: reduce by 75% the disability-adjusted life years (DALYs) related to NTDs 
   The road map’s cross-cutting and other targets can be consulted here.  
 
12 November 2020   Departmental news 
Updated dashboard supports differentiated HIV testing services 
 
12 November 2020   Departmental news 
WHO HTS Info app 
 
11 November 2020   Departmental news 
2021 designated as the International Year of Health and Care Workers 
 
10 November 2020   News release 
73rd World Health Assembly set to strengthen preparedness for health emergencies 
 
9 November 2020   Statement 
Statement to the resumed 73rd World Health Assembly by the Chair of the Review 
Committee on the Functioning of the International Health Regulations (2005) 
during the COVID-19 Response 
[Excerpt] 
[7] Preliminary findings include:  

https://www.who.int/news/item/13-11-2020-who-establishes-council-on-the-economics-of-health-for-all
https://www.who.int/news/item/12-11-2020-wha73-endorses-resolutions-on-meningitis-control-and-epilepsy-roadmap-on-neglected-tropical-diseases
https://www.who.int/news/item/12-11-2020-wha73-endorses-resolutions-on-meningitis-control-and-epilepsy-roadmap-on-neglected-tropical-diseases
https://www.who.int/news/item/12-11-2020-worldwide-measles-deaths-climb-50-from-2016-to-2019-claiming-over-207-500-lives-in-2019
https://www.who.int/news/item/12-11-2020-worldwide-measles-deaths-climb-50-from-2016-to-2019-claiming-over-207-500-lives-in-2019
https://www.who.int/news/item/12-11-2020-neglected-tropical-diseases-world-health-assembly-endorses-bold-new-road-map-targets-for-2030
https://www.who.int/news/item/12-11-2020-neglected-tropical-diseases-world-health-assembly-endorses-bold-new-road-map-targets-for-2030
https://www.who.int/publications/i/item/WHO-UCN-NTD-2020.01
https://www.who.int/news/item/12-11-2020-updated-dashboard-supports-differentiated-hiv-testing-services
https://www.who.int/news/item/12-11-2020-who-hts-info-app
https://www.who.int/news/item/11-11-2020-2021-designated-as-the-international-year-of-health-and-care-workers
https://www.who.int/news/item/10-11-2020-73rd-world-health-assembly-set-to-strengthen-preparedness-for-health-emergencies
https://www.who.int/news/item/09-11-2020-statement-73rd-wha-chair-of-the-review-committee-IHR-covid-19
https://www.who.int/news/item/09-11-2020-statement-73rd-wha-chair-of-the-review-committee-IHR-covid-19
https://www.who.int/news/item/09-11-2020-statement-73rd-wha-chair-of-the-review-committee-IHR-covid-19


 
 

:: Preparedness assessment and monitoring as well as core capacities need to be further 
examined in light of the observed performance in the response of many Member States. A 
universal peer-review mechanism such as that used in human rights reviews may be useful. 
:: Both official information as well as information through media, social media and rumors are 
useful surveillance information. IHR provisions for notification and verification of information for 
events need to be further examined to understand the reluctance of some countries for early 
reporting and the need for incentives or other approaches to ensure better compliance. 
:: WHO-provided Rapid Risk Assessments for events that may pose a risk of international 
spread are of utmost importance. 
:: The meaning and consequences of Public Health Emergencies of International Concern have 
to be fully understood by Member States and inter- as well as supranational institutions. The 
relevance of an intermediate level of alert to prevent a PHEIC from occurring, and options for 
its implementation, need to be also clearly examined. 
:: Implementation of travel restrictions at the national level was widespread. The role of WHO 
in relation to travel recommendations as well as incentives for States Parties to comply with 
their obligations related to travel measures need to be further examined.  
:: Strong support for the current mechanisms for global outbreak alert and response as well as 
adequate national legislation are key to strengthen the response to global public health risks. 
The authority of National IHR Focal Points is critical to ensure rapid communication and 
coordination. 
:: What also became very clear during our work so far, and looking beyond just the IHR, both 
strong public health as well as health care systems are needed for effective response.  
  
[8] Beside the work in the sub-groups we have started to organize our work around issues that 
are not addressed in the sub-groups or are relevant for more than one sub-group. These 
include:  
:: The overarching question of whether the IHR are fit for purpose. Are there challenges in their 
design or in their implementation that raised concerns during the COVID-19 response? 
:: Issues of financing at the national and international level, especially for preparedness, as well 
as the functions and effectiveness of IHR governance bodies and mechanisms. 
:: Conducting an article-by-article analysis to ensure a systematic review and identify whether 
any amendments may be required. 
:: And examining the progress made on implementing the recommendations of previous Review 
Committees to refine our own recommendations…. 
 
9 November 2020   News release 
WHO Director-General calls on world to "choose health" at resumed 73rd World 
Health Assembly in the Year of the Nurse and the Midwife 
 
:::::: 
 
Call for consultant to support countries to conduct cold chain and Effective Vaccine 
Management (EVM) assessments as part of COVID-19 vaccine deployment 
Department of Immunization, Vaccines and Biologicals (IVB) Essential Programme on 
Immunization (EPI) 
11 November 2020   Call for consultation 
 
:::::: 

https://www.who.int/news/item/09-11-2020-who-director-general-calls-on-world-to-choose-health-at-resumed-73rd-world-health-assembly-in-the-year-of-the-nurse-and-the-midwife
https://www.who.int/news/item/09-11-2020-who-director-general-calls-on-world-to-choose-health-at-resumed-73rd-world-health-assembly-in-the-year-of-the-nurse-and-the-midwife
https://www.who.int/news-room/articles-detail/call-for-consultant-to-support-countries-to-conduct-cold-chain-and-effective-vaccine-management-(evm)-assessments-as-part-of-covid-19-vaccine-deployment
https://www.who.int/news-room/articles-detail/call-for-consultant-to-support-countries-to-conduct-cold-chain-and-effective-vaccine-management-(evm)-assessments-as-part-of-covid-19-vaccine-deployment


 
 

 
Weekly Epidemiological Record, 13 November 2020, vol. 95, 46 (pp. 557–572)  
:: Routine vaccination coverage – worldwide, 2019 
:: Progress towards regional measles elimination – worldwide, 2000–2019 
 
:::::: 
 
WHO Regional Offices 
Selected Press Releases, Announcements 
WHO African Region AFRO      
:: Nearly 1 in 5 COVID-19 deaths in the African region linked to diabetes   12 November 2020  
:: Mauritian clinics help cut diabetic foot amputations  12 November 2020  
 
WHO Region of the Americas PAHO 
No new digest content identified 
 
WHO South-East Asia Region SEARO 
No new digest content identified 
 
WHO European Region EURO  
:: Hopeful, colourful, simple: WHO adapts COVID-19 messages in Ukraine to the local audience 
13-11-2020  
:: Outstanding public health achievements from the WHO European Region receive the highest 
recognition at the resumed 73rd World Health Assembly 13-11-2020  
:: WHO/Europe is focusing on eye screening for people with diabetes 13-11-2020  
Antimicrobials: handle with care. United in the One Health approach to protect antimicrobials 
12-11-2020  
:: Romania and the Republic of Moldova stand together to tackle COVID-19 11-11-2020  
 
WHO Eastern Mediterranean Region EMRO 
No new digest content identified 
 
WHO Western Pacific Region  
No new digest content identified 
 
:::::: 
:::::: 
 
CDC/ACIP [to 14 Nov 2020] 
http://www.cdc.gov/media/index.html 
https://www.cdc.gov/vaccines/acip/index.html 
Latest News Releases, Announcements 
[No new digest content identified] 
 
Coronavirus Disease 2019 (COVID-19) 
Selected Resources 
:: Use of Masks to Help Slow the Spread of COVID-19 Thursday, November 12, 2020 

https://www.who.int/wer/2020/wer9546/en/
http://www.afro.who.int/
https://www.afro.who.int/news/nearly-1-5-covid-19-deaths-african-region-linked-diabetes
https://www.afro.who.int/news/mauritian-clinics-help-cut-diabetic-foot-amputations
https://www.paho.org/hq/index.php?option=com_content&view=article&id=466:2008-media-center-press-releases&Itemid=40108&lang=en
http://www.searo.who.int/
http://www.euro.who.int/
https://www.euro.who.int/en/health-topics/health-emergencies/coronavirus-covid-19/news/news/2020/11/hopeful,-colourful,-simple-who-adapts-covid-19-messages-in-ukraine-to-the-local-audience2
https://www.euro.who.int/en/about-us/governance/regional-committee-for-europe/news/news/2020/11/outstanding-public-health-achievements-from-the-who-european-region-receive-the-highest-recognition-at-the-resumed-73rd-world-health-assembly2
https://www.euro.who.int/en/about-us/governance/regional-committee-for-europe/news/news/2020/11/outstanding-public-health-achievements-from-the-who-european-region-receive-the-highest-recognition-at-the-resumed-73rd-world-health-assembly2
https://www.euro.who.int/en/health-topics/noncommunicable-diseases/diabetes/news/news/2020/11/whoeurope-is-focusing-on-eye-screening-for-people-with-diabetes2
https://www.euro.who.int/en/media-centre/sections/statements/2020/joint-statement-antimicrobials-handle-with-care.-united-in-the-one-health-approach-to-protect-antimicrobials
https://www.euro.who.int/en/health-topics/health-emergencies/coronavirus-covid-19/news/news/2020/11/romania-and-the-republic-of-moldova-stand-together-to-tackle-covid-20
http://www.emro.who.int/
http://www.wpro.who.int/
http://www.cdc.gov/media/index.html
https://www.cdc.gov/vaccines/acip/index.html
https://www.cdc.gov/coronavirus/2019-nCoV/index.html
https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/diy-cloth-face-coverings.html


 
 

:: Trump Administration Partners with Chain and Independent Community Pharmacies to 
Increase Access to Future COVID-19 Vaccinesexternal icon 
November 12, 2020 
:: Holiday Celebrations Wednesday, November 11, 2020 
 
MMWR News Synopsis  Friday, November 13, 2020 
:: COVID-19 Outbreak in an Amish Community — Ohio, May 2020 
:: Mental Health-Related Emergency Department Visits Among Children Aged <18 years During 
the COVID-19 Pandemic — United States, January 1, 2020–October 17, 2020 
:: Risk Assessment and Management of COVID-19 Among Travelers Arriving at Designated U.S. 
Airports, January 17–September 13, 2020 
:: Multiple COVID-19 Outbreaks Linked to a Wedding Reception in Rural Maine — August 7–
September 14, 2020 
:: Declines in SARS-CoV-2 Transmission, Hospitalizations, and Mortality After Implementation of 
Statewide Mitigation Measures— Delaware, March–June 2020 (Early release November 6, 2020) 
:: Characteristics of Hospitalized COVID-19 Patients Discharged and Experiencing Same-Hospital 
Readmission — United States, March–August 2020 (Early release November 9, 2020) 
:: Progress Toward Regional Measles Elimination — Worldwide, 2000–2019 
:: Routine Vaccination Coverage — Worldwide, 2019 
 
:::::: 
 
Africa CDC   [to 14 Nov 2020] 
http://www.africacdc.org/ 
Press Releases 
No new digest content identified. 
 
:::::: 
 
China CDC   
http://www.chinacdc.cn/en/ 
No new digest content identified. 
 
National Health Commission of the People's Republic of China 
http://en.nhc.gov.cn/ 
News 
Nov 14: Daily briefing on novel coronavirus cases in China 
On Nov 13, 31 provincial-level regions and the Xinjiang Production and Construction Corps on 
the Chinese mainland reported 18 new cases of confirmed infections. 
 
China spares no effort in developing COVID-19 vaccine 
Updated: 2020-11-13 |  Xinhua 
   BEIJING -- China attaches great importance to the safety and effectiveness of COVID-19 
vaccines and strictly observes international standards, as well as relevant laws and regulations, 
according to a Chinese Foreign Ministry spokesperson at a daily press briefing on Nov 12. 
   Spokesperson Wang Wenbin's remarks came after Brazil's health regulator approved the 
resumption of clinical trials of a Chinese-developed coronavirus vaccine following two days of 
suspension. 
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https://www.cdc.gov/media/mmwrnews/2020/1113.html#anchor_1605189858409
https://www.cdc.gov/media/mmwrnews/2020/1113.html#anchor_1605189884510
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http://en.nhc.gov.cn/2020-11/14/c_82151.htm
http://en.nhc.gov.cn/2020-11/13/c_82138.htm


 
 

   "We are glad to see the Phase III clinical trial of a COVID-19 vaccine resumed in Brazil," said 
Wang. 
   He added that four Chinese vaccine candidates had already launched the Phase III clinical 
trials in several countries, and all of the vaccines were tentatively safe. 
   "Many countries have spoken highly of Chinese-made vaccines," said the spokesperson, 
adding that Chinese firms have spared no effort in developing COVID-19 vaccines in line with 
science and regulations. 
   "China and Brazil have cooperated well in fighting the pandemic, and we believe our 
cooperation in this regard will contribute to prevailing over COVID-19 for both countries and the 
world," said Wang.  
 
:::::: 
:::::: 
 
Announcements 
 
Paul G. Allen Frontiers Group    [to 14 Nov 2020] 
https://alleninstitute.org/what-we-do/frontiers-group/news-press/ 
News  
No new digest content identified. 
 
  
BARDA – U.S. Department of HHS   [to 14 Nov 2020] 
https://www.phe.gov/about/barda/Pages/default.aspx 
BARDA News 
No new digest content identified. 
 
 
BMGF - Gates Foundation  [to 14 Nov 2020] 
http://www.gatesfoundation.org/Media-Center/Press-Releases 
Press Releases and Statements  
NOVEMBER 12, 2020  
Gates Foundation announces new funds to develop COVID-19 vaccines and increase 
access to affordable vaccines in low-income countries  
Speaking at the Paris Peace Forum today, Melinda Gates will commit an additional $70 million 
and urge accelerated global action to end pandemic for everyone, everywhere  
   …Gates will say the foundation will commit an additional $50 million to the COVAX Advance 
Market Commitment (AMC) of Gavi, the Vaccine Alliance, a financing mechanism through which 
Gavi aims to secure equitable access to COVID-19 vaccines for 92 low- and middle-income 
countries. The foundation’s pledge to the AMC will unlock an additional £12.5 million 
(approximately US $16.2 million) from the UK government, which in September committed to 
matching other contributions to the AMC. 
   Gates will also announce a $20 million grant to the Coalition for Epidemic Preparedness 
Innovations (CEPI) to advance research and jumpstart the development for an additional slate 
of promising vaccine candidates as the first wave conclude their clinical trials and file for 
approval. Because they have greater potential for large-scale manufacturability, temperature 
stability, and low-cost production, this next group of candidate vaccines may be better suited to 

https://alleninstitute.org/what-we-do/frontiers-group/news-press/
https://www.phe.gov/about/barda/Pages/default.aspx
http://www.gatesfoundation.org/Media-Center/Press-Releases
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the needs of low- and middle-income settings and, therefore, able to increase equitable access 
to affordable vaccines.. 
 
 
Bill & Melinda Gates Medical Research Institute    [to 14 Nov 2020] 
https://www.gatesmri.org/ 
The Bill & Melinda Gates Medical Research Institute is a non-profit biotech organization. Our 
mission is to develop products to fight malaria, tuberculosis, and diarrheal diseases—three 
major causes of mortality, poverty, and inequality in developing countries. The world has 
unprecedented scientific tools at its disposal; now is the time to use them to save the lives of 
the world's poorest people  
No new digest content identified. 
 
 
CARB-X   [to 14 Nov 2020] 
https://carb-x.org/ 
News 
11.10.2020  |   
CARB-X is funding Locus Biosciences to develop an innovative CRISPR Cas-3-
enhanced bacteriophage targeting antibiotic-resistant Klebsiella pneumoniae 
infections 
   CARB-X is awarding up to US$2.05 million to Locus Biosciences to develop a new precision 
medicine to treat serious recurring urinary tract infections (rUTI) caused by the bacterial 
pathogen Klebsiella pneumoniae. 
 
 
CEPI – Coalition for Epidemic Preparedness Innovations  [to 14 Nov 2020] 
http://cepi.net/  
Latest News 
CEPI receives funding for development of ‘next generation’ of COVID-19 vaccine 
candidates 
12 Nov 2020 
  CEPI will receive a grant of up to $20m from the Bill & Melinda Gates Foundation to expand its 
portfolio of COVID-19 vaccines to include candidates that are differentiated from those already 
in advanced development. The world is likely to be living with COVID-19 for many years to 
come, so the grant will accelerate the development of the next generation of vaccines (‘Wave 2 
vaccines’) that could address gaps in the current global vaccine development landscape, helping 
to ensure vaccines are available in the future that are easier to deliver and address the specific 
needs of a diverse range of populations and settings… 
 
CEPI welcomes launch of new Plague Inc. game to show the world how to stop the 
next pandemic 
With scientific input from infectious disease experts, including CEPI, Plague Inc: The Cure 
shows one of the most detailed and interactive representations of a pandemic.  
11 Nov 2020 
 
CEPI welcomes announcement from Pfizer / BioNTech of positive interim data from 
Phase III trial of COVID-19 vaccine candidate 
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https://cepi.net/news_cepi/cepi-statement-in-response-to-announcement-from-pfizer-biontech-positive-interim-data-from-phase-iii-trial-of-covid-19-vaccine-candidate/


 
 

09 Nov 2 
 
 
EDCTP    [to 14 Nov 2020] 
http://www.edctp.org/ 
The European & Developing Countries Clinical Trials Partnership (EDCTP) aims to accelerate the 
development of new or improved drugs, vaccines, microbicides and diagnostics against 
HIV/AIDS, tuberculosis and malaria as well as other poverty-related and neglected infectious 
diseases in sub-Saharan Africa, with a focus on phase II and III clinical trials 
Latest news 
11 November 2020 
EDCTP and The Global Health Network launch the EDCTP Knowledge Hub  
   EDCTP and The Global Health Network have launched the EDCTP Knowledge Hub, an online 
platform with open-access resources for researchers conducting clinical research in low-
resource settings. With financial support from the European Union and the Swedish 
government, EDCTP commissioned The Global Health Network to develop this digital knowledge 
hub to provide researchers with tools and guidance that enable them to undertake high-quality 
health research. 
 
 
Emory Vaccine Center    [to 14 Nov 2020] 
http://www.vaccines.emory.edu/ 
Vaccine Center News 
No new digest content identified. 
 
 
European Medicines Agency  [to 14 Nov 2020] 
http://www.ema.europa.eu/ema/ 
News & Press Releases   
News: EMA publishes safety monitoring plan and guidance on risk management 
planning for COVID-19 vaccines  
Last updated: 13/11/2020  
[See COVID above for detail] 
 
News: Meeting highlights from the Committee for Medicinal Products for Human Use 
(CHMP) 9-12 November 2020  
CHMP, Last updated: 13/11/2020  
 
 
European Vaccine Initiative  [to 14 Nov 2020] 
http://www.euvaccine.eu/  
Latest News 
No new digest content identified. 

 
 
FDA [to 14 Nov 2020] 
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/default.htm 

Press Announcements /Selected Details 
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November 13, 2020 - Coronavirus (COVID-19) Update: November 13, 2020 
 
November 12, 2020 - Coronavirus (COVID-19) Update: November 12, 2020 
:: On November 10, the FDA updated the dashboard on the Coronavirus Treatment Acceleration 
Program (CTAP) webpage. As of October 31, more than 560 drug development programs were 
in planning stages, over 370 trials had been reviewed by FDA, 5 COVID-19 treatments were 
currently authorized for emergency use, and 1 treatment was approved by FDA for use in 
COVID-19.  
 
November 10, 2020 - Coronavirus (COVID-19) Update: November 10, 2020 
 
November 9, 2020 - Coronavirus (COVID-19) Update: November 9, 2020 
:: Today, the FDA issued an emergency use authorization (EUA) for the investigational 
monoclonal antibody therapy bamlanivimab for the treatment of mild-to-moderate COVID-19 in 
adult and pediatric patients… 
:: In addition today, the FDA issued final guidance with the agency's recommendations on 
designing and executing clinical trials of drugs and biologics that include people with different 
demographic characteristics (e.g., sex, race, ethnicity, age) and non-demographic 
characteristics (e.g., patients with organ dysfunction, comorbid conditions, and disabilities.) The 
final guidance provides the agency's current thinking on steps to broaden eligibility criteria in 
clinical trials through inclusive trial practices, trial designs, and methodological approaches, as 
well as recommendations for how sponsors can increase enrollment of underrepresented 
populations in their clinical trials… 
 
November 9, 2020 - Coronavirus (COVID-19) Update: FDA Authorizes Monoclonal 
Antibody for Treatment of COVID-19 
   Today, the U.S. Food and Drug Administration issued an emergency use authorization (EUA) 
for the investigational monoclonal antibody therapy bamlanivimab for the treatment of mild-to-
moderate COVID-19 in adult and pediatric patients. Bamlanivimab is authorized for patients 
with positive results of direct SARS-CoV-2 viral testing who are 12 years of age and older 
weighing at least 40 kilograms (about 88 pounds), and who are at high risk for progressing to 
severe COVID-19 and/or hospitalization. This includes those who are 65 years of age or older, 
or who have certain chronic medical conditions. 
   While the safety and effectiveness of this investigational therapy continues to be evaluated, 
bamlanivimab was shown in clinical trials to reduce COVID-19-related hospitalization or 
emergency room visits in patients at high risk for disease progression within 28 days after 
treatment when compared to placebo… 
 
 
FDA - COVID-19 Vaccines   [to 14 Nov 2020] 
www.fda.gov/covid19vaccines 
Upcoming Events 
No new digest content identified. 
 
 
Fondation Merieux  [to 14 Nov 2020] 
http://www.fondation-merieux.org/ 
News, Events 

https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-november-13-2020
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-november-12-2020
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No new digest content identified. 
 
  
Gavi [to 14 Nov 2020] 
https://www.gavi.org/ 
News releases  
13 November 2020 
Over US$ 2 billion raised to support equitable access to COVID vaccines with 
additional US$ 5 billion needed in 2021 
[See COVAX above for detail] 
 
 
GHIT Fund   [to 14 Nov 2020] 
https://www.ghitfund.org/newsroom/press 
GHIT was set up in 2012 with the aim of developing new tools to tackle infectious diseases that 
No new digest content identified. 
 
 
Global Fund  [to 14 Nov 2020] 
https://www.theglobalfund.org/en/news/ 
News  
Germany signs EUR150 million contribution to the Global Fund’s COVID-19 response  
12 November 2020  
   The German Federal Ministry of Economic Cooperation and Development and the Global Fund 
signed an additional contribution agreement of EUR150 million to mitigate the impact of COVID-
19 in low- and middle-income countries, signaling a strong partnership in the fight against the 
pandemic.  
 
News  
Global Fund Board signals strong commitment to sustain the fight against HIV, TB, 
malaria while supporting the global response to COVID-19  
12 November 2020  
   The Board of the Global Fund to Fight AIDS, Tuberculosis and Malaria met virtually for the 
44th Board meeting this week to discuss the organization’s response to the COVID-19 
pandemic, development of the next Global Fund strategy and progress in the fight against HIV, 
TB and malaria.  
 
 
Global Research Collaboration for Infectious Disease Preparedness [GloPID-R] [to 14 
Nov 2020] 
https://www.glopid-r.org/news/ 
News 
No new digest content identified. 
 
 
Hilleman Laboratories   [to 14 Nov 2020] 
http://www.hillemanlabs.org/ 
No new digest content identified. 
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Human Vaccines Project   [to 14 Nov 2020] 
http://www.humanvaccinesproject.org/media/press-releases/ 
Press Releases  
No new digest content identified. 
 
 
IAVI  [to 14 Nov 2020] 
https://www.iavi.org/newsroom 
PRESS RELEASES/FEATURES 
No new digest content identified. 
 
 
International Coalition of Medicines Regulatory Authorities [ICMRA] 
http://www.icmra.info/drupal/en/news 
Selected Statements, Press Releases, Research  
No new digest content identified. 
 
 
International Generic and Biosimilar Medicines Association [IGBA] 
https://www.igbamedicines.org/ 
News 
Innovative and generic & biosimilar pharmaceutical industries unite on commitment 
to equitable access to COVID-19 medicines and vaccines, while flagging where 
further help is needed from others (November 2020)  
   Geneva 10 November 2020 – On the occasion of the World Health Assembly, the world’s 
research-based and generic & biosimilar pharmaceutical industry bodies delivered a statement 
declaring their shared commitment to equitable access to COVID-19 medicines and vaccines. In 
their joint statement… 
[See COVID above for detail] 
 
 
IFFIm 
http://www.iffim.org/ 
Press Releases/Announcements 
No new digest content identified. 
 
 
IFRC   [to 14 Nov 2020] 
http://media.ifrc.org/ifrc/news/press-releases/ 
Selected Press Releases, Announcements 
Czechia, Europe, France, Georgia, Italy, Monaco, Netherlands, Slovakia 
COVID-19: Red Cross Red Crescent steps up European response, urges Governments 
to strengthen testing, tracing and isolation measures 
IFRC is urging Governments to strengthen their “test-trace-quarantine” systems to help prevent 
future surges of COVID-19. This call comes as multiple European countries put in place new 
restrictions to stop community transmission and to avoid the collapse of health systems. 
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11 November 2020 
 
 
Institut Pasteur   [to 14 Nov 2020] 
https://www.pasteur.fr/en/press-area 
Press documents  
No new digest content identified. 
 
 
IRC  International Rescue Committee  [to 14 Nov 2020] 
http://www.rescue.org/press-release-index 
Media highlights [Selected] 
Press Release  
As COVID cases surpass 120,000 in Jordan, refugees struggle to feed their families  
November 12, 2020  
 
 
IVAC  [to 14 Nov 2020] 
https://www.jhsph.edu/research/centers-and-institutes/ivac/index.html 
Updates; Events 
No new digest content identified. 
 
 
IVI   [to 14 Nov 2020] 
http://www.ivi.int/ 
Selected IVI News, Announcements, Events 
No new digest content identified. 
 
 
JEE Alliance  [to 14 Nov 2020] 
https://www.jeealliance.org/ 
Selected News and Events 
No new digest content identified. 
 
 
MSF/Médecins Sans Frontières  [to 14 Nov 2020]  
http://www.msf.org/ 
Latest [Selected Announcements] 
Mediterranean migration  
Carnage in the Mediterranean is the direct result of European state … 
Press Release 13 Nov 2020  
 
Coronavirus COVID-19 pandemic  
MSF supports COVID-19 response in nursing homes in Czech Republic  
Project Update 13 Nov 2020  
 
Non-communicable diseases  
Eight reasons why diabetes is a humanitarian emergency  
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Project Update 13 Nov 2020  
 
Coronavirus COVID-19 pandemic  
MSF supports nursing home staff as urgent appeal for medical personnel in … 
Project Update 11 Nov 2020  
 
Syria  
Taking risks to survive as COVID-19 spreads in the northwest  
Project Update 11 Nov 2020  
 
Coronavirus COVID-19 pandemic  
Governments must demand pharma make all COVID-19 vaccine deals public 
Press Release 11 Nov 2020  
:: Deals from pharmaceutical companies to develop COVID-19 vaccines are shrouded in 
secrecy, and details from them that are released reveal worrying terms. 
:: At the same time, the six front running vaccine candidates have had a total of over US$12 
billion of tax payer and public money poured into them. 
:: MSF urges governments – which have provided funding to these companies – to demand 
transparency on vaccine licensing deals and on trial costs and data. 
 
Geneva – Governments must urgently demand transparency from pharmaceutical corporations 
on all COVID-19 vaccine licensing agreements, as well as clinical trial costs and data, says 
Médecins Sans Frontières (MSF). The call comes as billions of dollars of taxpayer money have 
gone towards the development of these potential vaccines, and recently disclosed deals from 
pharmaceutical company AstraZeneca reveal worrying terms. 
 
AstraZeneca has committed not to profit off any COVID-19 vaccines ‘for the duration of the 
pandemic’ and to sell the vaccine at cost, in a deal with Oxford University. However, another 
deal to develop a COVID-19 vaccine with Brazilian public research body Fundação Oswaldo Cruz 
(Fiocruz), recently revealed that AstraZeneca has given itself the power to declare the pandemic 
over as soon as July 2021. This means that, after July 2021, AstraZeneca could charge 
governments and other purchasers high prices for a vaccine that was entirely funded by public 
money. 
 
Pharmaceutical corporations have a very poor track record of transparency across the board, 
from licensing deals and technology transfers to costs of R&D and clinical trial data. The little 
information that has been revealed around AstraZeneca’s not-for-profit promises should be a 
warning sign that pharma cannot be trusted to act in the interest of public health. 
 
“As long as we don’t know what’s in these deals, pharma will continue to hold the power to 
decide who gets access when, and at what price,” said Kate Elder, Senior Vaccines Policy 
Advisor for MSF’s Access Campaign. “Without decisive action from governments demanding 
more transparency from companies, equitable access to COVID-19 vaccines is in jeopardy.” 
“The public has the right to know what’s in these deals,” said Elder. “There is no place for 
secrets during a pandemic; there is too much at stake.” 
 
The licensing deals struck for a number of other companies racing to develop COVID-19 
vaccines also remain cloaked in secrecy, despite unprecedented levels of public funding. Over 
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US$12 billion has been poured into the research and development (R&D), clinical trials and 
manufacture of six front-runner candidate COVID-19 vaccines… 
 
 
National Vaccine Program Office - U.S. HHS  [to 14 Nov 2020] 
https://www.hhs.gov/vaccines/about/index.html 
No new digest content identified. 
  
 
NIH  [to 14 Nov 2020] 
http://www.nih.gov/news-events/news-releases 
News Releases 
Treatments for people with early COVID-19 infection is an urgent research focus 
   November 11, 2020 — Effective, early interventions would benefit individual patients and 
healthcare system.  
 
Hydroxychloroquine does not benefit adults hospitalized with COVID-19 
   November 9, 2020 — The trial began after lab studies and preliminary reports suggested that 
hydroxychloroquine might have promise in treating SARS-CoV-2.  
 
 
PATH  [to 14 Nov 2020]  
https://www.path.org/media-center/  
Press Release 
No new digest content identified. 
 
 
Sabin Vaccine Institute  [to 14 Nov 2020] 
http://www.sabin.org/updates/pressreleases 
Statements and Press Releases 
No new digest content identified. 
 
 
UNAIDS [to 14 Nov 2020]  
http://www.unaids.org/en 
Selected Press Releases/Reports/Statements 
13 November 2020 
Interactive TV series about HIV launched in Kyrgyzstan  
 
12 November 2020 
Updated dashboard supports differentiated HIV testing services  
 
9 November 2020 
Little progress in increasing comprehensive knowledge of HIV among young women 
in eastern and southern Africa  
 
9 November 2020 
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“Someone has to start”: how a Haitian transgender activist is inspiring hope through 
visibility  
 
 
UNICEF  [to 14 Nov 2020] 
https://www.unicef.org/media/press-releases 
Selected Press releases, Statements 
Press release 
11/12/2020  
Worldwide Measles Deaths Climb 50% from 2016 to 2019 Claiming Over 207,500 
Lives in 2019  
 
Press release 
11/12/2020  
Severe pneumonia leaves 4.2 million children desperate for oxygen each year  
 
News note 
11/11/2020  
UNICEF and PAHO launch joint COVID-19 vaccine tender on behalf of COVAX Facility  
[See COVID above for detail] 
 
Press release 
11/10/2020  
100 days on from Beirut explosions, children and families affected remain in need of 
sustained support – UNICEF  
Just one-third of UNICEF’s US$50 million appeal received, with increased funding vital to ensure 
long-term assistance for children  
 
 
Unitaid  [to 14 Nov 2020] 
https://unitaid.org/ 
Featured News 
11 November 2020 | Press releases 
UnitaidExplore invests in second award to improve oxygen access 
   Geneva – Access to oxygen is one of the defining health equity issues of our time – and the 
COVID-19 pandemic has thrown this into sharp relief. 
   Healthcare facilities in low- and middle-income countries suffer from chronic shortages of 
medical oxygen, resulting in more than 2000 children dying every day from pneumonia. 
   On World Pneumonia Day 2020, Unitaid is pleased to announce the latest recipient of funding 
from its agility mechanism UnitaidExplore, following a call for innovations that expand access to 
oxygen. 
   The EssentialTech Centre, part of the Swiss Federal Institute of Technology (EPFL) in 
Lausanne, will become the second organisation to take forward an exciting innovation with 
backing from UnitaidExplore, following the first award to Vayu Global Health. 
   The $1.6 million funding will be used to develop a new, affordable oxygen concentrator 
designed for use in remote health centres, as well as an integrated oxygen delivery service… 
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Vaccination Acceptance Research Network (VARN)  [to 14 Nov 2020] 
https://vaccineacceptance.org/news.html#header1-2r 
Announcements 
No new digest content identified. 
 
 
Vaccine Confidence Project  [to 14 Nov 2020] 
http://www.vaccineconfidence.org/ 
Research and Reports 
No new digest content identified. 
 
 
Vaccine Education Center – Children’s Hospital of Philadelphia  [to 14 Nov 2020] 
http://www.chop.edu/centers-programs/vaccine-education-center 
No new digest content identified. 
 
 
Wellcome Trust  [to 14 Nov 2020] 
https://wellcome.ac.uk/news 
Explainer | 13 November 2020  
Seven vital questions about the Pfizer-BioNTech Covid-19 vaccine 
   Preliminary data from phase three clinical trials has shown the Pfizer-BioNTech Covid-19 
vaccine to be 90% effective – it is the first vaccine candidate to produce such positive results. 
   This is great news, but it raises lots of questions including, how does the vaccine work, is it 
safe, and when will it be available?  
 
 
The Wistar Institute   [to 14 Nov 2020] 
https://www.wistar.org/news/press-releases 
Press Releases 
Nov. 13, 2020  
The Wistar Institute Announces the Appointment of Scott Cooper, Ph.D., Richard G. 
Phillips, Jr., and Steven V. Abramson to Its Board of Trustees  
   PHILADELPHIA — (Oct. 13, 2020) — The Wistar Institute is pleased to welcome Scott Cooper, 
Ph.D., Richard G. Phillips Jr., Esq., and Steven V. Abramson, to its Board of Trustees. The new 
trustees bring diverse expertise and perspectives to the mission of the Institute… 
 
 
WFPHA: World Federation of Public Health Associations  [to 14 Nov 2020] 
https://www.wfpha.org/ 
Latest News 
16th World Congress on Public Health Came to a Close! 
Nov 13 2020 
   More than 3,750 public health professionals and policymakers from 125 countries gathered 
online at a time when sharing science is more important than ever. 
   After 3 years of anticipation, the 16th World Congress on Public Health (WCPH) finally came 
to a close. The virtual event, which was co-organized by the World Federation of Public Health 
Associations (WFPHA), the European Public Health Association (EUPHA), and the Italian Society 
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of Hygiene, Preventative Medicine, and Public Health (SItI) saw an incredible turnout as 3,750 
participants tuned in virtually from across 125 countries. Inspiring presentations and meaningful 
discussions brought together public health professionals as they navigated challenges under the 
theme of “Public Health for the Future of Humanity: Analysis, Advocacy, and Action”. 
   309 total sessions were dedicated to covering topics under a 12-track scientific programme. 
Sessions related to topics including COVID-19, infectious diseases, public health advocacy, 
health workforce training, digital health, and environmental health were led by various leaders 
and experts across multiple sectors… 
 
 
World Organisation for Animal Health (OIE)   [to 14 Nov 2020] 
https://www.oie.int/en/for-the-media/press-releases/2020/ 
Press Releases 
OIE statement on COVID-19 and mink 
Paris, 12 November 2020 - The risk of susceptible animals, such as mink, becoming a SARS-
CoV-2 reservoir generates worldwide concern, as it could pose a continued public health risk 
and lead to future spillover events to humans. Recent surveillance findings in Denmark suggest 
that the SARS-CoV-2 virus, introduced into minks through contact with humans, is evolving 
through viral mutation and has been reintroduced to humans. 
 
The OIE acknowledges that such events could have important public health implications. While 
the COVID-19 pandemic is currently sustained through human-to-human transmission, there 
are concerns that the introduction and circulation of new virus strains in humans could result in 
modifications of transmissibility or virulence and decreased treatment and vaccine efficacy. Yet, 
the full consequences remain unknown, and further investigation is needed to fully understand 
the impact of these mutations. 
 
Close collaboration between animal and public health authorities is imperative to better identify 
and reduce the impact of this disease. Furthermore, a global One Health approach is needed to 
understand risks for animal and human health, as well as ecosystem health as a whole. 
 
The OIE calls on countries to protect animal health and welfare, and consequently public health, 
by implementing effective risk management measures. Actions should be taken to: 
:: Prevent the transmission of SARS-CoV-2 between humans and susceptible animals, by 
implementing national risk reduction strategies;  
 
:: Monitor susceptible animals, such as mink and racoon dogs, as well as humans in close 
contact with them, for SARS-CoV-2 infection adopting a One Health approach. Active monitoring 
is recommended as it might be difficult to detect early infections in these animals, especially 
mink; 
 
:: Report animal cases to the OIE through the World Animal Health Information System 
(WAHIS); 
 
:: Share genetic sequences of SARS-CoV-2 viruses isolated from animals and other research 
findings with the global health community. 
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To support countries in the implementation of these measures, the OIE has developed 
guidelines for people working with susceptible farmed animals, as well as with wild mammals in 
the era of the COVID-19 pandemic. 
 
The OIE will continue to engage with its members, experts and partners   notably the World 
Health Organization (WHO) and the Food and Agriculture Organization of the United Nations 
(FAO) to update technical guidance as new scientific findings and information become available. 
 
:::::: 
 
ARM [Alliance for Regenerative Medicine]  [to 14 Nov 2020] 
https://alliancerm.org/press-releases/ 
Press Releases 
No new digest content identified. 
 
 
BIO    [to 14 Nov 2020] 
https://www.bio.org/press-releases 
Press Releases 
No new digest content identified. 
 
 
DCVMN – Developing Country Vaccine Manufacturers Network  [to 14 Nov 2020] 
http://www.dcvmn.org/ 
News; Upcoming events 
No new digest content identified. 
 
 
ICBA – International Council of Biotechnology Associations   [to 14 Nov 2020] 
https://internationalbiotech.org/news/ 
News 
No new digest content identified. 
 
 
IFPMA   [to 14 Nov 2020] 
http://www.ifpma.org/resources/news-releases/ 
Selected Press Releases, Statements, Publications 
Innovative and generic & biosimilar pharmaceutical industries unite on commitment 
to equitable access to COVID-19 medicines and vaccines, while flagging where 
further help is needed from others 
Published on: 10 November 2020 
[See COVID above for detail] 
 
Statement 
IFPMA/IGBA “Considerations on equitable access to COVID-19 medicines and 
vaccines” 
09 November 2020  
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Statement 
IFPMA Statement for the resumed 73rd WHA on agenda item 13.3 Influenza 
preparedness 
09 November 2020  
 
 
PhRMA    [to 14 Nov 2020]  
http://www.phrma.org/  
Selected Press Releases, Statements 
Press Release 
Understanding the emergency use authorization process for COVID-19 vaccines 
November 12, 2020 
Richard Moscicki, M.D. Executive vice president, Science and Regulatory Advocacy and chief 
medical officer at PhRMA    
 
As the world continues to feel the impact of the COVID-19 pandemic, the biopharmaceutical 
industry is working around the clock to develop safe and effective vaccines to prevent infection, 
as well as new therapies to treat the coronavirus. A wide range of approaches are currently 
being tested in robust clinical trials, with participants from all walks of life, to improve the odds 
that one or more vaccine candidates will be successful in meeting this pressing need. These 
trials look at how the immune system responds to a vaccine, its effectiveness in producing 
immunity and the safety profile. 
 
Recently, there have been a number of conversations about the role of the U.S. Food and Drug 
Administration (FDA) in reviewing different COVID-19 vaccine candidates, and exactly how they 
may be available for use outside the context of a clinical trial, including through the issuance of 
an emergency use authorization (EUA). An EUA is important to helping provide access to 
medical products during a public health emergency like COVID-19. 
 
As vaccines continue being robustly tested for safety and efficacy, here are three things to keep 
in mind: 
1) An Emergency Use Authorization is different than FDA licensure of a vaccine. 
EUAs are used in certain types of emergencies, like COVID-19, when there is no adequate, 
approved and available alternative to the EUA product. During these situations, the Federal 
Food, Drug and Cosmetic Act permits the FDA to issue EUAs to facilitate access to medical 
interventions, such as vaccines. Importantly, however, an EUA is not the same as an FDA 
approval or licensure. For example, there are different evidentiary requirements for licensure of 
a Biologics License Application (BLA) and issuance of an EUA for a vaccine. Furthermore, an 
EUA expires upon termination of the relevant emergency declaration, whereas there is no 
“termination” of a BLA. 
 
The FDA may issue an EUA, when, among other things, the agency determines that based on 
all of the available scientific evidence, the known and potential benefits of the vaccine outweigh 
the known and potential risks. To underscore this, FDA Commissioner Stephen Hahn has said 
repeatedly in recent weeks and months that the agency would only consider an EUA if it felt the 
risks associated with the vaccine were “much lower than the risks of not having a vaccine and 
the potential benefit of having a vaccine.” 
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The agency has further taken steps to ensure the robust vaccine candidate review process by 
engaging the Vaccines & Related Biological Products Advisory Committee (VRBPAC) to discuss 
the development and potential authorization of vaccines to prevent COVID-19 after issuing 
guidance on FDA’s recommendations for an EUA submission for a COVID-19 vaccine. 
 
2) COVID-19 Emergency Use Authorization standards are robust.  
Recently, the FDA issued guidance specifically on EUAs for COVID-19 vaccines. The 
recommendations include key information and data that FDA recommends to support issuance 
of an EUA, including chemistry, manufacturing and controls information, nonclinical and clinical 
data and regulatory and administrative information. 
 
This FDA guidance clarifies that an assessment regarding any potential EUA for COVID-19 
vaccines would be made on a case-by-case basis considering the target population, the 
characteristics of the vaccines, and the totality of the relevant available scientific evidence, 
including preclinical and human clinical study data on the vaccine’s safety and effectiveness. 
The FDA plans to convene an open session of its VRBPAC (in addition to the general session 
held on October 22) prior to issuance of any EUA for a COVID-19 vaccine to discuss the request 
and whether the available safety and effectiveness data support the authorization. 
 
3) EUAs last only as long as the HHS declaration justifying EUAs and may be revised 
or revoked at any time. 
An EUA may only be issued after the Secretary of Health and Human Services makes a 
declaration that certain emergency circumstances exist justifying an EUA. EUAs issued under 
such declaration last only so long as the declaration is in effect; the EUA ceases to be effective 
upon termination of such declaration. 
 
The FDA also has the authority revoke or revise an EUA at any time. The agency is directed to 
“periodically review the circumstances and the appropriateness” of an EUA, and the “progress 
made with respect to approval” or licensure of a product authorized under an EUA. The FDA 
may revise or revoke an EUA if the criteria for issuance are no longer met or other 
circumstances make such revision or revocation “appropriate to protect the public health or 
safety.” 
 
America’s biopharmaceutical companies are supportive of the FDA’s robust new EUA guidance 
that brings greater scientific transparency to the COVID-19 vaccine review process and have 
pledged ‘to make the safety and well-being of vaccinated individuals the top priority in 
development’ of these first vaccines. 
 
 
   *  *  *  * 

 
Journal Watch 
   Vaccines and Global Health: The Week in Review continues its weekly scanning of key peer-
reviewed journals to identify and cite articles, commentary and editorials, books reviews and 
other content supporting our focu-s on vaccine ethics and policy. Journal Watch is not intended 
to be exhaustive, but indicative of themes and issues the Center is actively tracking. We 
selectively provide full text of some editorial and comment articles that are specifically relevant 

https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-october-22-2020-meeting-announcement#event-information
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-authorization-vaccines-prevent-covid-19
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-authorization-vaccines-prevent-covid-19
https://www.fda.gov/news-events/fda-brief/fda-brief-fda-issues-guidance-emergency-use-authorization-covid-19-vaccines
https://www.phrma.org/Press-Release/PhRMA-Statement-on-Biopharmaceutical-Companies-Pledge-on-COVID-19-Vaccines


 
 

to our work. Successful access to some of the links provided may require subscription or other 
access arrangement unique to the publisher.  
     If you would like to suggest other journal titles to include in this service, please contact 
David Curry at: david.r.curry@centerforvaccineethicsandpolicy.org 
 
 
AJOB Empirical Bioethics 
Volume 11, 2020 Issue 4  
https://www.tandfonline.com/toc/uabr21/current 
[Reviewed earlier] 
 
 
AMA  Journal of Ethics 
Volume 22, Number 11: E907-980   November 2020 
https://journalofethics.ama-assn.org/issue/caring-native-americans 
Risk Management Ethics  
   Patients' rights to self-determination or clinicians’ professional judgments in some cases 
deviate from standard of care and challenge risk managers’ tendencies to implement routine 
legal risk-mitigation strategies. Risk managers’ roles on care teams are particularly key when 
patients don’t progress clinically, when patients do not feel safe or satisfied with their services, 
when interventions are not well coordinated, or when care is not safely, efficiently, or equitably 
executed. Risk managers’ collaborations with ethics consultants and clinicians in these cases 
help individuals and organizations respond well to complex questions at the intersections of 
professional caregiving, ethics, and law.  Issue PDF 
 
State of the Art and Science  
Nov 2020  
How Might Artificial Intelligence Applications Impact Risk Management?  
John Banja, PhD  
   AI models might advance human welfare in unprecedented ways, but progress will not occur 
without substantial risks that will have to be managed.  
AMA J Ethics. 2020;22(11):E945-951. doi: 10.1001/amajethics.2020.945 
 
State of the Art and Science  
Nov 2020  
How Should Risks Posed by Decision Support Be Managed?  
Daniel Nystrom, MS  
   Clinical decision supports create ethically complex risks and need to align patients’ and 
caregivers’ professed values.  
AMA J Ethics. 2020;22(11):E952-955. doi: 10.1001/amajethics.2020.952. 
 
Medicine and Society  
Nov 2020  
What Is Ethically Informed Risk Management?  
Alan J. Card, PhD, MPH, CPHQ, CPHRM  
   Framing risk management goals as patient centered and evidence based helps align them 
with goals of ethics.  
AMA J Ethics. 2020;22(11):E965-975. doi: 10.1001/amajethics.2020.965.  
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American Journal of Infection Control 
November 2020  Volume 48  Issue 11  p1287-1414 
http://www.ajicjournal.org/current 

[Reviewed earlier] 
 
 
American Journal of Preventive Medicine 
November 2020  Volume 5  9Issue 5  p621-772 
http://www.ajpmonline.org/current  

[Reviewed earlier] 
 
 
American Journal of Public Health 
November 2020  110(11) 
http://ajph.aphapublications.org/toc/ajph/current 

[Reviewed earlier] 
 
 
American Journal of Tropical Medicine and Hygiene 
Volume 103, Issue 5, November 2020  
http://www.ajtmh.org/content/journals/14761645/103/5 

[Reviewed earlier] 
 
 
Annals of Internal Medicine 
3 November 2020  Volume 173, Issue 9 
http://annals.org/aim/issue 
[Reviewed earlier] 
 
 
Artificial Intelligence – An International Journal 
Volume 288   November 2020 
https://www.sciencedirect.com/journal/artificial-intelligence/vol/288/suppl/C 
[Reviewed earlier] 
 
 
BMC Cost Effectiveness and Resource Allocation 
http://resource-allocation.biomedcentral.com/ 
(Accessed 14 Nov 2020) 
[No new digest content identified] 
 
 
BMJ Global Health 
November 2020 - Volume 5 - 11 
https://gh.bmj.com/content/5/11 
[Reviewed earlier] 
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BMC Health Services Research 
http://www.biomedcentral.com/bmchealthservres/content 
(Accessed 14 Nov 2020) 
The economic burden of measles in children under five in Bangladesh  
This study estimated the economic cost of treating measles in children under-5 in Bangladesh 
from the caregiver, government, and societal perspectives.  
Authors: Gatien de Broucker, Sayem Ahmed, Md. Zahid Hasan, Gazi Golam Mehdi, Jorge Martin 
Del Campo, Md. Wazed Ali, Md. Jasim Uddin, Dagna Constenla and Bryan Patenaude 
Citation: BMC Health Services Research 2020 20:1026  
Content type: Research article 
Published on: 10 November 2020 
 
 
BMC Infectious Diseases  
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The theme of this edition of Humanitarian Exchange, co-edited with Sherin Alsheikh Ahmed 
from Islamic Relief Worldwide, is disability inclusion in humanitarian action. Persons with 
disabilities are not only disproportionately impacted by conflicts, disasters and other 
emergencies, but also face barriers to accessing humanitarian assistance. At the same time, 
global commitments and standards and the IASC Guidelines on the inclusion of persons with 
disabilities in humanitarian action all emphasise how persons with disabilities are also active 
agents of change. Disability and age-focused organisations have led on testing and 
demonstrating how inclusion can be done better. Yet despite this progress, challenges to 
effective inclusion remain. 
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As Kirstin Lange notes in the lead article, chief among these challenges is humanitarian 
agencies’ lack of engagement with organisations of persons with disabilities. Simione Bula, 
Elizabeth Morgan and Teresa Thomson look at disability inclusion in humanitarian response in 
the Pacific, and Kathy Al Jubeh and Alradi Abdalla argue for a ‘participation revolution’, building 
on learning from the gender movement. Tchaurea Fleury and Sulayman AbdulMumuni Ujah 
outline how the Bridge Article 11 training initiative is encouraging constructive exchange 
between humanitarian and disability actors. The lack of good, disaggregated data is highlighted 
by Sarah Collinson; Frances Hill, Jim Cranshaw and Carys Hughes emphasise the need for 
training resources in local languages and accessible formats; and Sophie Van Eetvelt and 
colleagues report on a review of the evidence on inclusion of people with disabilities and older 
people. 
 
Rebecca Molyneux and co-authors analyse the findings of a review of a DFID programme in 
north-east Nigeria, while Carolin Funke highlights the importance of strategic partnerships 
between disability-focused organisations, drawing on her research in Cox’s Bazar. Sherin 
Alsheikh Ahmed describes Islamic Relief Worldwide’s approach to mainstreaming protection and 
inclusion, while Pauline Thivillier and Valentina Shafina outline IRC’s Client Responsive 
Programming. The edition ends with reflections by Mirela Turcanu and Yves Ngunzi Kahashi on 
CAFOD’s SADI approach. 
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Global health research is a discipline in which it is highly possible to cause more harm than 
good. Universally, the conduct of ethical research is bound by international principles and 
guidelines and its design and implementation are interrogated by funders and institutional 
review boards. Research in resource-limited settings is no different in this respect but poses 
additional ethical considerations due to the nature that the research is conducted alongside or 
within poorly resourced healthcare systems. The aim of this special issue is to identify work that 
acknowledges this complexity but demonstrates best practice in the... 
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Ethical research in global health emergencies: making the case for a broader 
understanding of ‘research ethics’  
Katharine S Wright  
International Health, Volume 12, Issue 6, November 2020, Pages 515–517, 
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Abstract 
The ethical challenges of global health research become particularly acute in emergency 
contexts, and are exacerbated by historic inequities and imbalances in power and influence. 
Drawing on the findings of an international working group established by the Nuffield Council 
on Bioethics, this article argues for the need to take a broader approach to ‘research ethics’ as 
traditionally understood, to include the role of ‘duty-bearers’ such as funders, governments, 
research institutions and journals. An ‘ethical compass’ of three core values (equal respect, 
fairness and helping reduce suffering) supports ethical reflection at the level of policy, as well as 
on the ground. 
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Abstract 
There are increasing calls to decolonise aspects of science, and global health is no exception. 
The decolonising global health movement acknowledges that global health research perpetuates 
existing power imbalances and aims to identify concrete ways in which global health teaching 
and research can overcome its colonial past and present. Using the context of clinical trials 
implemented through transnational research partnerships (TRPs) as a case study, this narrative 
review brings together perspectives from clinical research and social science to lay out specific 
ways in which TRPs build on and perpetuate colonial power relations. We will explore three core 
components of TRPs: participant experience, expertise and infrastructure, and authorship. By 
combining a critical perspective with recently published literature we will recommend specific 
ways in which TRPs can be decolonised. We conclude by discussing decolonising global health 
as a potential practice and object of research. By doing this we intend to frame the decolonising 
global health movement as one that is accessible to everyone and within which we can all play 
an active role. 
 
Participant compensation in global health research: a case study  
Compensation for research participants can be provided for reasons including reimbursement of 
costs; compensation for time lost, discomfort or inconvenience; or expression of appreciation 
for participation. This compensation involves numerous ethical complexities, at times entailing 
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competing risks. In the context of transnational research, often incorporating contexts of 
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This Viewpoint discusses the tensions between rapid adoption of interventions for coronavirus 
disease 2019 (COVID-19) before adequate evidence justifies their use and therapeutic nihilism, 
and argues for sensible medicine between the 2, which favors usual care, disfavors unnecessary 
interventions, but embraces rapid scientific evaluation with clinical translation of options proven 
effective. 
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   Almost 500 patients consulted a GeoSentinel clinic annually for post-exposure prophylaxis 
after a potential rabies exposure as compared to approximately 20 for hepatitis A and 40 for 
typhoid fever. Travellers’ response after potential rabies exposure is alarmingly inadequate. 
Thus, rabies pre-exposure prophylaxis should now become the #1 travel vaccine intervention. 
 
A risk scoring system to identify travellers who qualify for pre-exposure rabies 
vaccination  
Mieke Croughs, MD PhD, Patrick Soentjens, MD PhD  
Journal of Travel Medicine, Volume 27, Issue 7, October 2020, taaa168, 
https://doi.org/10.1093/jtm/taaa168 
   We want to introduce a free online scoring system to identify high risk travellers who qualify 
for pre-travel rabies vaccination. The system uses evidence based risk predictors and the 
probable availability of HRIG at the destination. 
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The Lancet 
Nov 14, 2020  Volume 396   Number 10262  p1535-1606, e83-e88 
https://www.thelancet.com/journals/lancet/issue/current 
Comment 
The Riyadh Declaration: the role of digital health in fighting pandemics 
Bandar Al Knawy, et al. 
The COVID-19 pandemic has exposed weaknesses in health and care systems and global public 
health responses, some of which can be addressed through data and digital science. The Riyadh 
Declaration on Digital Health was formulated during the Riyadh Global Digital Health Summit, 
Aug 11–12, 2020, a landmark forum that highlighted the importance of digital technology, data, 
and innovation for resilient global health and care systems. 
 
Our panel of 13 experts articulated seven key priorities and nine recommendations (below) for 
data and digital health that need to be adopted by the global health community to address the 
challenges of the COVID-19 pandemic and future pandemics. 
 
Recommendations from the Riyadh Global Digital Health Summit 
1  Implement data-driven and evidence-based protocols for clear and effective communication 
with common messaging to build citizens' trust 
2  Work with global stakeholders to confront propagation of misinformation or disinformation 
through social media platforms and mass media 
3  Implement a standard global minimum dataset for public health data reporting and a data 
governance structure tailored to communicable diseases 
4  Ensure countries prioritise digital health, particularly, improving digital health infrastructure 
and reaching digital maturity 
5  Enable health and care organisations by providing the necessary technology to collect high-
quality data in a timely way and promote sharing to create health intelligence 
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6  Cultivate a health and care workforce with the knowledge, skills, and training in data and 
digital technologies required to address current and future public health challenges 
7  Ensure surveillance systems combine an effective public health response with respect for 
ethical and privacy principles 
8  Develop digital personal tools and services to support comprehensive health programmes (in 
disease prevention, testing, management, and vaccination) globally 
9  Maintain, continue to fund, and innovate surveillance systems as a core component of the 
connected global health system for rapid preparedness and optimal global responses 
 
The first priority is for the health and care sectors to adopt applied health intelligence (HI). HI 
represents a systematic approach and comprehensive methodology applied to the collection, 
linkage, analysis, and use of appropriate health data. HI is used for the surveillance, 
monitoring, and improvement of population and patient outcomes, and for assessing the 
efficiency and effectiveness of policies, programmes, and services.1 
 
The second priority relates to interoperable digital technology and for this technology to be 
scaled up and sustainable. Digital health tools and services require a secure, trusted flow of 
data with scalability and interoperability support. The advent of commercial cloud computing 
services and distributed systems has paved the way for scalable, cost-effective service 
provision. 
 
The third priority is to support the adoption of artificial intelligence (AI). Use of AI in health 
systems demands rapid access to various data types, often not possible in health-care settings 
with slow data flows.2 AI also requires vast amounts of high-quality data to achieve acceptable 
accuracy and validity. Health-care organisations and systems need to provide the necessary 
technology to collect and share high-quality data. 
 
Effective communication about public health crises and risk is the fourth priority. Such 
communication requires an understanding of risk and the timely dissemination of information; 
seamless digital integration of case reports and deaths; and effective data visualisation tools 
such as map-based dashboards.3Effective communication to change knowledge, attitudes, and 
behaviours mandates the systematic exploration of diverse digital channels and the innovative 
design of digital tools for citizen engagement.4 
 
The fifth priority concerns health data governance, quality, policy, regulation, and use. Passively 
generated digital location data from mobile phones and internet services provide crucial 
information about human mobility and interactions.5 
 
However, ethics and privacy are essential and must be adhered to when using these ubiquitous 
data. Projections about disease epidemics require human mobility and interaction data that are 
aggregated in time and space to reconstruct population-level behaviour.6 
 
The sixth priority relates to the quality and effectiveness of digital technology for improved 
patient and population outcomes. Digital technologies offer many opportunities to improve the 
quality and effectiveness of care, patient outcomes, and population health.7 
 
Digital health systems should be designed and implemented to maximise data quality and 
access for clinicians and patients and these systems should be interoperable. 
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The seventh priority is research and innovation. Investing in, conducting, publishing, and 
promoting transparent research are foundational to digital health advances that leverage data, 
analytics, and AI.8 
 
It can take an average of 17 years to translate a major medical research discovery to 
widespread delivery.9 
 
The competitive, commercial culture of technology revolves around disruptive innovation, 
iterative discoveries, and the delivery of new technologies over months, not years. To translate 
life-saving innovations in digital health into widespread applications, collaboration across the 
best of research and innovation in health and technology is essential. 
 
The Riyadh Declaration on Digital Health is a call to action to create the infrastructure needed 
to share effective digital health evidence-based practices and high-quality, real-time data locally 
and globally to provide actionable information to more health systems and countries. Digital and 
data technologies have a role in promoting the coordinated development of shared global public 
health policies and resilient health and care systems. These technologies can support health 
systems and governments to perform better in future pandemics and other global health 
challenges. We call on state actors to ensure that digital technology and innovation become the 
cornerstone of a resilient global health and care system that places individual and population 
health at the forefront of our future endeavours. 
 
Review 
SARS-CoV-2 immunity: review and applications to phase 3 vaccine candidates 
Gregory A Poland, Inna G Ovsyannikova, Richard B Kennedy 
Summary 
Understanding immune responses to severe acute respiratory syndrome coronavirus 2 is crucial 
to understanding disease pathogenesis and the usefulness of bridge therapies, such as 
hyperimmune globulin and convalescent human plasma, and to developing vaccines, antivirals, 
and monoclonal antibodies. A mere 11 months ago, the canvas we call COVID-19 was blank. 
Scientists around the world have worked collaboratively to fill in this blank canvas. In this 
Review, we discuss what is currently known about human humoral and cellular immune 
responses to severe acute respiratory syndrome coronavirus 2 and relate this knowledge to the 
COVID-19 vaccines currently in phase 3 clinical trials. 
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US president-elect Joe Biden must quickly restore science to government  
   The election of Biden and Kamala Harris is a win for facts, research and empathy. Each of 
these must be deployed to fight the pandemic, combat misinformation, mitigate climate change 
and rebuild the United States’ global relationships. 
 
News | 09 November 2020  
Scientists criticize use of unproven COVID drugs in India  
Researchers say it is unclear on what basis the drugs were approved for ‘emergency use’. 
Gayathri Vaidyanathan 
 
Comment | 09 November 2020  
COVID vaccination logistics: five steps to take now  
Beyond vaccine safety, efficacy and procurement lie licensing and delivery — nations must get 
ready. 
Yot Teerawattananon & Saudamini Vishwanath Dabak 
 
Analysis | 11 November 2020  
A comparative genomics multitool for scientific discovery and conservation  
   A whole-genome alignment of 240 phylogenetically diverse species of eutherian mammal—
including 131 previously uncharacterized species—from the Zoonomia Project provides data that 
support biological discovery, medical research and conservation. 
Diane P. Genereux, Aitor Serres[…] & Elinor K. Karlsson 
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the way. In this issue, we explore how patient- and community-led research is achievable if 
both sides make it a priority. The cover, designed by illustrator Sarah Lippett, a person living 
with a rare disease who explores her diagnostic odyssey in her work, shows how effective and 
equitable patient–researcher collaboration can be transformative to research. 
[Reviewed earlier] 
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Perspective 
Covid-19 Vaccine Trials and Incarcerated People — The Ethics of Inclusion 
Camila Strassle, B.A., et al 
   … There are three arguments for enrolling incarcerated people in vaccine trials. First, it would 
offer them early access to a potentially efficacious vaccine. Second, it would provide them with 
a choice to participate in medical research that will be offered to nonincarcerated people. Third, 
it could shorten the amount of time needed to study vaccine efficacy, if transmission rates 
continue to be higher in correctional facilities than elsewhere. 
   Research involving incarcerated populations is ethically, legally, and logistically complex… 
 
Editorial 
The Covid-19 Vaccine-Development Multiverse 
Penny M. Heaton, M.D. 
Leaving in its wake more than 12 million infections, over 550,000 deaths, and an economic toll 
in the trillions of dollars to date,1 the SARS-CoV-2 pandemic has devastated the most 
vulnerable in our society — adults 65 years of age or older, persons with underlying conditions, 
and the economically deprived.2 A vaccine is urgently needed to prevent Covid-19 and thereby 
stem complications and deaths resulting from transmission of the disease. 
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Jackson et al. now report in the Journal preliminary findings from a phase 1 trial to evaluate the 
safety and immunogenicity of an mRNA SARS-CoV-2 vaccine.3 Phase 1 involves 45 healthy 
adults, 18 to 55 years of age, who were assigned to receive the candidate vaccine at one of 
three dose levels (25 μg, 100 μg, or 250 μg) given as two vaccinations 28 days apart. These 
preliminary findings represent the first of three reports of data from a phase 1 study of this 
candidate vaccine; a second report including similar data from adults older than 55 years of age 
and a final report summarizing the safety and durability of immunity for both study cohorts are 
also planned. 
 
 

 
Figure 1. Traditional Vaccine Development Pathway. 
 
The speed with which this vaccine has been developed is remarkable — from publication of the 
first SARS-CoV-2 sequences through phase 1 in 6 months, as compared with a typical timeline 
of 3 to 9 years (Figure 1). The rapid pace of development of vaccines against Covid-19 is 
enabled by several factors: prior knowledge of the role of the spike protein in coronavirus 
pathogenesis and evidence that neutralizing antibody against the spike protein is important for 
immunity4,5; the evolution of nucleic acid vaccine technology platforms that allow creation of 
vaccines and prompt manufacture of thousands of doses once a genetic sequence is known6; 
and development activities that can be conducted in parallel, rather than sequentially, without 
increasing risks for study participants. 
 
The safety and immunogenicity data in this preliminary report are promising, and they support 
continued development of this vaccine. However, we must bear in mind the complexity of 
vaccine development and the work still to be done before Covid-19 vaccines are widely 
available. 
 
Many phase 3 studies fail because of incorrect identification of the dose that best balances 
safety and efficacy.7 The dosing regimen for this mRNA vaccine is still under study. The 250-μg 
dose did not appear to be associated with markedly higher antibody titers than the 100-μg 
dose, but it was associated with a higher proportion of severe systemic adverse events. As the 
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investigators indicate, it is prudent to evaluate doses of 100 μg and lower to define the regimen 
that provides the most appropriate benefit–risk profile for this vaccine. Another special dosing 
consideration in this case is age: the immune functions that decline with age and that are likely 
to be responsible for the greater risk of severe Covid-19 in older adults may also lead to poor 
vaccine responses. Will a high-dose Covid-19 vaccine be needed for effective protection of older 
adults, as observed with influenza vaccines?8 
 
The clinical significance of SARS-CoV-2 binding and neutralizing antibody titers and their ability 
to predict efficacy will need to be confirmed. These measures are currently being used to guide 
dose selection before being verified; they are the best tools available and are supported by 
findings in nonhuman primates.9 Confirmation of the correlation between antibody titers and 
protection against Covid-19 will be possible only in a large clinical efficacy study. In the 
meantime, the validity of the assays for measuring antibody will also need to be documented. 
These assays are notoriously variable because they use live virus or protein expression in cell 
culture with a readout that relies on an in vitro biologic reaction (i.e., serum antibodies binding 
or killing viral antigen). Optimization of the performance characteristics of these assays will be 
invaluable in streamlining further development and supporting bridging across varied 
populations and manufacturing processes. 
 
The authors indicate that a planned phase 3 trial of this mRNA SARS-CoV-2 vaccine is 
imminent; the trial will require thousands of subjects in order to confirm the safety of the 
vaccine and to show statistically robust efficacy in preventing Covid-19. The operational 
complexity inherent in a large study is compounded by the undulations of the pandemic; 
efficacy can be determined only if there is a match between the location of vaccinated 
participants and pandemic hot spots. Uncertainty regarding the expected efficacy profile also 
drives complexity; the profiles observed for other viral vaccines suggest that efficacy against 
severe Covid-19 may be higher than efficacy against mild disease. Careful selection of primary 
end points and event-driven study designs with the possibility of sample size reestimation 
should be considered. 
 
Accelerating the development of Covid-19 vaccine candidates beyond phase 1 depends on 
continued parallel tracking of activities and fulsome resources. The world has now witnessed 
the compression of 6 years of work into 6 months. Can the vaccine multiverse do it again, 
leading to a reality of a safe, efficacious Covid-19 vaccine for the most vulnerable in the next 6? 
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We conducted a first-in-human phase 1 clinical trial in healthy adults to evaluate the safety and 
immunogenicity of mRNA-1273. Here we report interim results of the trial. 
Abstract 
Conclusions 
The mRNA-1273 vaccine induced anti–SARS-CoV-2 immune responses in all participants, and no 
trial-limiting safety concerns were identified. These findings support further development of this 
vaccine. (Funded by the National Institute of Allergy and Infectious Diseases and others; 
mRNA-1273 ClinicalTrials.gov number, NCT04283461. opens in new tab). 
This article was published on July 14, 2020, and updated on August 25, 2020, at NEJM.org. 
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Highlights 
:: Over 100 countries have a nationwide mandatory vaccination policy requiring one or more 
vaccines. 
:: Of those, 62 countries (59%) also impose one or more penalties against individuals who do 
not comply. 
:: Educational and financial penalties are the most common types of penalties; severity varies. 
:: Most educational penalties deny school enrollment until vaccination requirements are met. 
Abstract 
Background 
Declining vaccination coverage and increasing hesitancy is a worldwide concern. Many countries 
have implemented mandatory vaccination policies to promote vaccination. However, mandatory 
vaccination policies differ significantly by country. Beyond case studies, no comprehensive study 
has compared these policies or the penalties for non-compliance on a global scale. 
Methods 
We conducted extensive keyword, policy, and literature searches to identify mandatory national 
vaccination policies globally and develop a comprehensive database. A mandatory national 
vaccination policy was defined as a policy from a national authority that requires individuals to 
receive at least one vaccination based on age or to access a service. Two reviewers 
independently evaluated evidence for a mandate and whether non-compliance penalties were 
incorporated. We categorized penalties into four types, based on the nature of the penalty. 
These penalties impact an individual’s financial, parental rights, educational (i.e., child's school 
entry and access), and liberty status. We rated the severity within each category. 
Results 
Of 193 countries investigated, 54% (n = 105) had evidence of a nationwide mandate as of 
December 2018. The frequency, types, and severity of penalties varied widely across all 
regions. We found that 59% (n = 62) of countries with national mandates defined at least one 
penalty for non-compliance with a vaccine mandate. Among those, educational penalties (i.e., 
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limiting a child's entry or ongoing access to school) were the most common (69%; n = 43), 
with most countries with educational penalties refusing school enrollment until vaccination 
requirements are met (81%; n = 35). 
Conclusion 
We undertook a comprehensive assessment of national mandatory vaccination policies and 
identified a diversity of penalties in place to promote compliance. Our results highlight the need 
to critically evaluate the implementation of non-compliance penalties in order to determine their 
effectiveness and to define best practices for sustaining high vaccination uptake worldwide. 
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Media/Policy Watch 
   This watch section is intended to alert readers to substantive news, analysis and opinion from 
the general media and selected think tanks and similar organizations on vaccines, immunization, 
global public health and related themes. Media Watch is not intended to be exhaustive, but 
indicative of themes and issues CVEP is actively tracking. This section will grow from an initial 
base of newspapers, magazines and blog sources, and is segregated from Journal Watch above 
which scans the peer-reviewed journal ecology.  
   We acknowledge the Western/Northern bias in this initial selection of titles and invite 
suggestions for expanded coverage. We are conservative in our outlook in adding news sources 
which largely report on primary content we are already covering above. Many electronic media 
sources have tiered, fee-based subscription models for access. We will provide full-text where 
content is published without restriction, but most publications require registration and some 
subscription level. 
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