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Nicole Lurie is a physician who served as the Assistant Secretary for Preparedness and
Response at the U.S. Department of Health and Human Services during the
administration of President Barack Obama. She currently serves as COVID response lead
and strategic advisor to Richard Hatchett, CEO of  The Coalition for Epidemic
Preparedness Innovations (CEPI), which, along with Gavi  and the World Health
Organization (WHO), has launched the COVAX facility in an e�ort to ensure equitable
access to COVID-19 vaccines. The goal of the facility is to secure two billion vaccine doses
for participating countries by the end of 2021. HVP Editor Kristen Jill Abboud recently
discussed CEPI’s role in vaccine development and access, and how the process of rapidly
developing SARS-CoV-2 vaccines may facilitate preparations for future pandemics.

An edited version of the conversation appears below.

What has been the most di�cult part of developing vaccines in the midst of the
COVID-19 pandemic?

There are many, many steps involved from the beginning of an outbreak and the
decision to develop a vaccine, to actually getting a vaccine into people. And
although there are groups that specialize in each part of vaccine development,
there is nobody in the world who can do the entire process, so pulling together all
that expertise and making sure things don’t fall through the cracks is critical. The
biggest obstacle often hasn’t been a scienti�c one, but rather the lack of go-to
entities with responsibility for some of the steps in this process—in some cases,
CEPI has stepped in to �ll some of these gaps. And, of course, we’ve worked with
Gavi and WHO to set up COVAX. 

The situation is  a little clearer in the U.S., where the government is able to fund all
of the development, the manufacturing, and the procurement, but there are a lot of
other issues as well, such as establishing a global supply chain and clinical trials
networks. There will also be a lot of challenges in getting a vaccine to the public
quickly, particularly if it is one that requires an ultra-cold chain. It isn’t easy and we
are still going to have a lot of innovation.

How was CEPI able to quickly pivot to begin working on COVID-19 vaccines? 

I think for us it was incredibly helpful to have had contracts with developers
already working on MERS [Middle East Respiratory Syndrome] vaccines, which
meant there were prototypes for coronavirus vaccines already in development, and
also to have had developers start work on vaccine platforms for Disease X, which
SARS-CoV-2 certainly quali�es as. Another thing that was really helpful was that the
contracts we had in place with vaccine manufacturers were �exible and allowed us
to pivot, so we didn’t have to go back and re-execute contracts for us to be able to
start this work. That actually allowed us to work very, very quickly in getting
research started, and we were able to move quickly to issue a call for proposals and
support additional, new developers as well.

Early on, we also realized that there was no global entity that was responsible for
manufacturing vaccines at scale, and so that’s how COVAX came into being. The
�nancing for this global endeavor has turned out to be a gigantic gap. Fortunately,
we recognized that early enough and so we’ve been able to deal with it, but as I
repeatedly say: “You shouldn’t be passing the tip cup in the middle of a pandemic.”
CEPI was able to step in and lean forward, but there are still substantial challenges
to address with regard to global access.

We also did a pretty deep dive in understanding what the challenges and gaps
were in the experience of developing Ebola vaccines. There was a lot to learn from
that process. One thing it showed was that you could really accelerate things by
doing multiple steps in parallel rather than in sequence, and we’ve certainly done
that with COVID vaccine development.

Does COVAX represent the new model for ensuring global access to vaccines for
pandemic pathogens?

In the U.S., the government pays for the research, the development, the trials,
makes advanced procurement commitments, and delivers vaccines. That’s not the
way the rest of the world is set up. I think COVAX was born out of necessity, as was
the ACT accelerator, and while I think these e�orts are on track to becoming the
new model, I think we’ll want to make some further adjustments before we declare
this ‘the new model.’ I think what we’re going to see coming out of COVID is a lot of
countries wanting to have onshore manufacturing capacity to be able to
manufacture vaccines, and as a result I think we will see a lot  more movement
toward countries developing their own capabilities to address some of the
bottlenecks in vaccine development and supply. That will lead to other challenges,
such as supply chain competition, which will need to be resolved as we go. But my
hope is that those capabilities are put toward globalism instead of nationalism. I
think it would be far preferable to not have multiple countries operating in
separate silos from one another and the rest of the world, but rather for there to be
more global collaboration and interaction.

What is your biggest fear given the politicization of COVID-19 vaccine
development?

My biggest fear right now is around vaccine con�dence. All of the controversy and
discourse and the missteps with Emergency Use Authorization that have happened
so far have so eroded con�dence in the scienti�c agencies—the CDC [U.S. Centers
for Disease Control and Prevention] and the FDA [U.S. Food and Drug
Administration]—that it would be tragic if we ended up with a really great vaccine
and people didn’t get vaccinated.

Interview by Kristen Jill Abboud
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Low-�ying Sputnik
By Vasiliy V. Vlassov, MD
Professor, Department of Health Care Economics and Management, Center for Health
Policy, National Research University Higher School of Economics, Moscow

There are a range of stories about cutting corners in an e�ort to expedite drug
development and registration during the ongoing COVID-19 pandemic, but among
these, the Russian vaccine project may be the most important.

After a widely broadcasted web-meeting between President Vladimir Putin and
medical opinion leaders, it became clear that one vaccine was selected for state
support and promotion—the adenovirus-based vaccine from The Gamaleya
Research Institute of Epidemiology and Microbiology. Government o�cials, as well
as a state �nancial sponsor, described the institute as well equipped for the task
based on the “platform” they had developed for similar vaccines. They characterize
this product as “a heterologous COVID-19 vaccine consisting of two components, a
recombinant adenovirus type 26 (rAd26) vector and a recombinant adenovirus type
5 (rAd5) vector, both carrying the gene for severe acute respiratory syndrome
coronavirus 2 (SARS-CoV-2) spike glycoprotein (rAd26-S and rAd5-S).”

The description of their expertise is only half true. Of the two vaccines cited to
substantiate their experience developing vaccines using this platform, neither is a
full success. One, an experimental Ebola vaccine, did not get through a human
e�ectiveness trial, and another, a MERS vaccine, is still in the course of
development. Moreover, the Phase I/II trial of the Ebola vaccine was possibly
falsi�ed and the data on registration of trial on the web page of the Ministry of
Health were manipulated. The case was never cleared.

The testing of this COVID-19 vaccine was announced in May, but instead of normal
registration of the trial, the much-advertised event was the vaccination of some of
the sta� of the Institute. Later on, reports in the lay media suggested that many
people from the Russian government and big businesses were given access to the
vaccine. The Institute’s director denied the accusations, but then in August,
President Putin announced that his daughter was vaccinated. The Russian COVID-
19 vaccine trial was then registered on June 18th on clinicaltrials.gov.

After �nalizing the trial, Gamaleya Institute released the data in the form of press
releases. More detailed information appeared on August 11th when President Putin
announced the registration of the vaccine. Never before had a national leader
announced the registration of a new drug. After that, the o�cial registration
lea�et  became available with very limited data. The vaccine has now been
approved for a limited time—until January 1, 2021—and supposedly the Phase III
trial should be �nished during those �ve months, providing data for the regular
registration.

When the Phase I/II trial data was published in  The Lancet, many readers, myself
included, found a number of inconsistencies in the report. These inconsistencies
were explained in an open letter from a group of scientists to The Lancet and to the
scientists who led the Phase I/II trial. The scientists wrote a letter in defense of the
trial that was recently published, also in The Lancet.

The aftermath of the Phase I/II trial was tremendous. A mass vaccination program
was announced by Russian authorities. People were invited to register for free
vaccination, while the Minister of Health said that it is actually a placebo-controlled
trial. This Phase III placebo-controlled trial is registered on clinicaltrials.gov and
appears like a usual trial. What is unusual is the atmosphere around it. Even before
e�cacy trial of this COVID-19 vaccine was conducted the vaccine was advertised as
a wonderful success of Russian science. The vaccine is called “Sputnik V".

The propaganda surrounding the vaccine make the failure of the Phase III trial next
to impossible. Still, the safety of the vaccine is unclear. Only 20 subjects received
the two-shot vaccination, and it is absolutely not enough to conclude it is safe.
There is a danger that other countries may now follow China and Russia in their
support of under-tested vaccines. As is the case with the economic consequences
of the anti-pandemic measures, in this case, the vaccine may be worse than the
disease.

Global COVID Lab Meeting

Join us for the next Global COVID Lab Meeting on October 8th at 10:00 am EDT with
Dr. Emanuele Andreano, Post-Doctoral Fellow within the research group led by Dr.
Rino Rappuoli at Fondazione Toscana Life Sciences in Siena, Italy. Here, he works on
the isolation of human monoclonal antibodies against viral and bacterial pathogens
with a particular focus on SARS-CoV-2 and Neisseria gonorrhoeae.  Register for the
webinar here.

Must Read

Clinical trial data for COVID-19 vaccine candidates, epidemiological modelling
studies, and reports on monoclonal antibodies are among recent research
highlights.

Data from two Phase I/II vaccine trials were recently released. Results for an
inactivated SARS-CoV-2 spike protein nanoparticle vaccine administered with
the adjuvant MATRIX-M1 were published in The New England Journal of
Medicine and results for a single shot of an Ad26 SARS-CoV-2 vaccine are
available in this preprint. 
This report in Nature summarizes the numerous COVID-19 vaccine candidates
currently being tested and provides an overview of Phase I/II results, as well
as data from non-human primate studies.
For this study in Science, scientists used epidemiological models to estimate
the number and timing of future COVID-19 cases given di�erent protective
e�cacy and duration of the adaptive immune response to SARS-CoV-2, as well
as estimating projected cases following implementation of vaccines. 
In this study in Cell, researchers analyzed the speci�city and kinetics of
neutralizing antibodies from over 600 SARS-CoV-2 infected individuals. The
study revealed that receptor-binding domain (RBD) antibodies are
immunodominant and that RBD is the target of 90% of the neutralizing
activity present in SARS-CoV-2 immune sera. 
Newly released but unpublished data from a Phase II trial show there is
promise for the use of therapeutic SARS-CoV-2 monoclonal antibodies.
This study in Science describes the likely routes of emergence of SARS-CoV-2
in Europe and North America.

COVID-19 in Numbers

How COVID-19 Ranks as a Leading Cause of
Death Worldwide
September 14, 2020

This map shows how COVID-19 ranks among all causes of death, based on data
from the Global Burden of Diseases study. Deaths due to COVID-19 may be under-reported in many
parts of the world. These rankings also assume that all causes of death are evenly distributed
throughout the year. The map was created by the  University of Washington's Institute for Health
Metrics and Evaluation (IHME). Data is valid as of September 14th, 2020 and originally appeared in
this article in Think Global Health,  which is a collaboration between IHME and the Council
on Foreign Relations. 
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