Bioethics Forum

Who first? Allocation of Vaccines against SARS-CoV-2
Online event in English with German translation

18 November 2020, 5:00 pm

dbb-Forum, Friedrichstralle 169, 10117 Berlin

— Transcription of the English version —

Note: The following text is not a verbatim transcription. It has been edited slightly for better readability.

Programme

LY=ol o T SR 2
Alena Buyx - Chair of the German EthicS COUNCIL..........ccoiiiiiiiiii e 2

R T 0L = Lo PSSP S PP 3
Chair: Susanne Schreiber - Vice Chair of the German Ethics COUNCIl ...........cccoovviiiiiiiiiiiiie e 3
Alena Buyx - Chair of the German EthiCS COUNCII..........ccoiviiiiiiiiii e 4
Christiane Woopen - Chair of the European Group on Ethics in Science and New Technologies............c..cc....... 7
Mariangela Simdo - Assistant Director-General for Access to Medicines and Health Products at the World
HEAITN OFQANIZALION. ......c.eeeeiee e bbbt b b e et e st b et nenn e 12

(o010 I o] F=l T o U TSt o] o SR 16

Chair: Susanne Schreiber - Vice Chair of the German Ethics Council
David Archard - Chair of the Nuffield Council on Bioethics, United Kingdom
Alena Buyx - Chair of the German Ethics Council

Jean-Francois Delfraissy - Chair of the French National Ethical Consultative Committee for Life Sci-
ences and Health (CCNE)

Mariangela Siméo - Assistant Director-General for Access to Medicines and Health Products at the
World Health Organization

Christiane Woopen - Chair of the European Group on Ethics in Science and New Technologies



German Ethics Council. Bioethics Forum: Who first? Allocation of Vaccines against SARS-CoV-2 (18 November 2020) 2

Welcome

Alena Buyx - Chair of the German
Ethics Council

Welcome everyone, a very good evening to you.
It is my great pleasure to invite you to spend the
evening with us as part of the Bioethics Forum,
hosted by the German Ethics Council, on the
Topic “Who first? Vaccines against the novel
coronavirus and their fair allocation”. Usually we
would host you in person. So this Bioethics Fo-
rum is different to all the other forums that some
of you might have experienced in the past. And it
is a great shame that we cannot interact with you
directly. The advantage is that, in this way, more
people can participate via online streaming and
chat. So, let me first encourage you to participate,
to send your questions and to let us know what
you would like to discuss later during our debate.
This Forum is also special because, as you can
hear, we will do it entirely in English. The reason
for this is that it is, if you will, embedded in a large
international meeting of the National Ethics
Councils, a worldwide meeting that we have al-
ready been hosting today and will host tomorrow.
So, some of us have already been talking about
the issues that we will address here tonight, and
we have already been gearing up for the debate.
The last few days, | think, for the first time, at
least | feel that personally, for the first time in
quite awhile, have been very positive and encour-
aging. We have had the news that at least two vac-
cines will be available in the fight against the pan-
demic and that they will be very effective, that
they have high effectiveness of protection beyond
90 per cent. And even though we have to examine
the data in detail, this first news of concrete op-
tions against the pandemic on the vaccine front
have been very, very positive. In the meeting that
we already had, we expressed our pride that at
least one of these vaccines was co-developed in

Germany. But in any case, it was something
where European efforts have been quite success-
ful. There is a light at the end of the tunnel. For
the first time, we know that we will now have a
tool that could provide a full, proper exit option
and help us get back to a life as we know it, to end
the pandemic. And so, | am sure, many, just like
me, have felt a certain relief in hearing this news.
But there is still a long way to go. There are many
open questions that have been asked over the last
months and that will be discussed in great detail
in the weeks and months to come. Many have
wondered about how the speed of development
was possible for these vaccines, many have dis-
cussed the novelty of the technological ap-
proaches, and these are important questions. They
can be answered very well in detail. They will not
be the primary focus of our meeting here today.
We want to discuss probably the most difficult
question from an ethical perspective that is di-
rectly in front of us. Most are now expecting that
we will, at the latest at the beginning of the year,
start vaccination campaigns, and so the question
that we are facing, very directly and very con-
cretely, is: Who gets it first? Because we will not
have enough vaccines for everyone and it will
take a while to get there. And this, of course, is a
very, very challenging question. And it is not just
a question that has to be discussed on a national
level but that, of course, is also an international
and even a global challenge and problem. As
someone has said, Christiane Woopen, Chair of
the European Group on Ethics in the preceding
meeting, the pandemic will not be over until it is
over for all of us. And so | am very grateful that
we have a very international group of speakers
here today and we will discuss not just the na-
tional perspective, but also the international per-
spective. Before | hand over, | already want to
thank everybody who was involved in preparing
this meeting, in particular the staff of the German
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Ethics Council, Ms Viertel as a stand-in for eve-
rybody else who did tremendous work preparing
this meeting. | am very grateful to our translators.
You can switch your channel, your audio channel,
so that you can listen to the translation or you can
listen to the original in English and | am grateful
that we have very professional translators here in
the room who are able to translate things quickly
for you. The Bioethics Forum is an important oc-
casion to open the doors to not just our way of
thinking and working, but also to encourage trans-
parency and open debate about very difficult is-
sues. And so | am very proud that we are doing a
debate on such an important topic here today. I am
looking forward to hear what you all have to say,
and it is now my pleasure to hand over to my col-
league, Susanne Schreiber, she is a professor of
computational neuroscience, she is also one of the
Vice Chairs of the German Ethics Council and she
will now introduce our first set of speakers. Thank
you very much.

Presentations

Chair: Susanne Schreiber - Vice Chair
of the German Ethics Council

Yes, thank you very much, also from my side a
very cordial welcome to the Bioethics Forum. As
it was just mentioned, this is a public session, so
we will first have a round of talks and afterwards,
a round of discussions. But you, the audience, are
really very welcome to ask questions via the Fo-
rum’s website, which we will include in the dis-
cussion in the second half of this session here. Let
me mention that the questions you enter there can
be asked anonymously. However, if you wish to
give your name or institution, you are also very
welcome to do so. We will probably be unable to
answer all the questions or to include all the ques-
tions in the discussion, but we will certainly try to

cover as many of the important topics raised by
you as possible. So, as already mentioned, we are
currently in a situation where science has sur-
passed itself, and it looks like we are very close to
the approval of several hopefully very effective
vaccines. All this has happened in less than a year,
although this process usually takes many years, if
not a decade. Although it is dangerous to refer to
daily news in science because it changes so
quickly, let me, because it appeared yesterday in
the media, just mention that there is new evidence
of long-term COVID-19 immunity proven by labs
in the La Jolla Institute for Immunology so that
immunity is likely to last for years. And I think
this also gives us hope for the effectiveness of
vaccines so that what we are discussing here to-
day will really be a wonderful exit road; that is
what we hope for. But, as it was already pointed
out, the production of vaccines takes time, and the
question of a fair and efficient distribution in
terms of mitigating the pandemic, but also its
health-threatening consequences in particular, is a
very pressing issue. The challenges are multifac-
eted, ranging from setting priorities — who gets it
first — to how to distribute it, as we already heard,
across countries, but also the management of the
actual distribution, how is this going to happen?
So this is our topic today, which we would like to
discuss with five specialists in the field. We will
first come to the three presentations, fifteen-mi-
nute talks by our speakers, and then afterwards
engage in the round-table discussion. Just as a
note to the speaker, if | am allowed, because time
is really tight today, | will be very strict on the
timing and | apologise in advance. Let me intro-
duce tonight’s first speaker. So, it is my great
pleasure to welcome Professor Christiane
Woopen. She is the Chair of the European Group
on Ethics in Science and New Technologies, so
she is basically the Chair of the European Ethics
Committee. Mrs Woopen is a professor of ethics
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and theory of medicine at the University of Co-
logne here in Germany, and her background is in
both medicine and philosophy. And let me also
mention that she chaired the German Ethics
Council from 2012 to 2016. So, welcome Mrs
Woopen, it is a pleasure to have you here and we
are looking forward to your presentation.

We cannot hear you. You seem muted. So, | apol-
ogise for the inconvenience. We are very sponta-
neous here today, |1 am sure we will get through
this and we will just do a small swap, so we will
start with the third talk that we actually planned.
You have already familiarised yourself with the
speaker, because this is Professor Alena Buyx,
who opened the session here. Mrs Buyx is the
Chair of the German Ethics Council and a profes-
sor of ethics of medicine and health technologies
at the Technical University in Munich, here in
Germany. Her background is in both medicine
and philosophy. Alena will inform us on the na-
tional strategy of initial access to vaccines in Ger-
many, and we are very much looking forward to
your presentation, starting from the national part
and then going worldwide afterwards. Welcome.

Alena Buyx - Chair of the German
Ethics Council
(Slide 1)

Thank you, Susanne, thank you for the introduc-
tion, and let me apologise for the technical chal-
lenges. We are not on our own premises today,
and that can sometimes be a little challenging.
Next slide, please.

(Slide 2)
We were commissioned, or rather, | should say,
we were kindly asked by the Health Secretary,
Jens Spahn, at the end of September, to work out
how we could fairly prioritise scarce vaccines if
they became available towards the end of the year
or early next year. And what | will be presenting

today are the results of a joint working group that
published the results on 9 November, so this is
quite hot off the press. Next slide, please.

(Slide 3)
It was a bit of an unusual situation for the first
time ever, | think, the Standing Committee on
Vaccination, which is a legally mandated entity in
Germany that makes binding vaccine recommen-
dations for all vaccines in Germany, and delegates
from two other bodies, the German Ethics Coun-
cil, namely Wolfram Henn, Andreas Lob-
Hidepohl and Steffen Augsberg, three members
and myself, and members from the German Na-
tional Academy of Natural Sciences Leopoldina,
all came together in a joint working group. And
anyone who knows these sorts of bodies knows
that that can be quite a challenge. In our case, it
was a very, very constructive process of bringing
together different kinds of expertise in order to il-
luminate this ethically but also legally challeng-
ing aspect. Next slide, please.

(Slide 4)

The situation is pretty obvious. It will not be pos-
sible to make available effective vaccines in suf-
ficient quantities to vaccinate everybody who
wants to get vaccinated initially, and that makes it
necessary to prioritise initial access to vaccines
and regulate their distribution in a fair and trans-
parent way. It is also obvious, not perhaps to eve-
rybody, but clearly from an ethical and social per-
spective, that such priority-setting cannot just be
based on medical and epidemiological findings
alone. Medicine will not tell us exactly what is
fair. Ethical and legal considerations need to play
a decisive role, too. Next slide, please.

(Slide 5)
And this was a difficult task because there were
and still are some uncertainties. The novelty of the
virus and the speedy vaccine development means
that we might still have some uncertainties also
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about incoming new vaccines, even when we al-
ready have the first vaccines authorised. For ex-
ample, we will not know, or we will have limited
data available, regarding the efficacy of different
vaccine types in specific groups. And we also do
not know whether the vaccines will not only pre-
vent disease and infection, as now two vaccines
have shown to do at very, very, very high levels
of effectiveness, but also the transmission of the
virus. And, for obvious reasons, we cannot know
yet how long any protective effect will last, alt-
hough there is a lot of positive expectation there.
All this makes it quite challenging to give detailed
recommendations for allocating specific vaccines
at this point in time, and yet we had to prepare.
Next slide, please.

(Slide 6)

So, the ethical foundation of a process of fair pri-
ority-setting in such a situation can be specified
and worked out even before all the data is availa-
ble, even before we knew at the time we were
working on this, which vaccine type would be
first to get over the hurdle. And so here are the
important ethical principles or concepts that we
looked at and examined, and many of those or all
of those are very well-known to many of you.
They are autonomy, non-maleficence, benefi-
cence, justice, solidarity and urgency. Next slide,
please.

(Slide 7)
So, autonomy told us that vaccines require in-
formed, voluntary consent. And therefore we
clearly denied that there would be a mandatory or
compulsory vaccination. If that was at all consid-
ered, so only considered, that could only be on
very serious grounds, if there was no other oppor-
tunity to protect certain groups with the very high-
est risks, which is very, very unlikely. The second
principle is non-maleficence and the protection
of, in particular, bodily integrity, and, of course,

all prioritisation decisions must be measured in
terms of whether they help to prevent serious
harm, such as preventing infection, of people who
are vaccinated, by preventing them from infecting
others, and by preventing harm to interpersonal
relationships of care, but also the basic infrastruc-
ture of society. Next slide, please.

(Slide 8)

Beneficence underlies individual doctors’ duties
of care, but this principle in the situation of a pan-
demic takes a back seat, because the aim here is
not to provide optimum care for some people, but
sufficient basic care for as many vulnerable peo-
ple as possible. And, of course, fundamental to all
considerations of fair allocation is the principle of
justice and basic equality before the law. Very
simply spoken, treat equals equally and unequals
unequally. So this results in a statement that, if a
person has a significantly higher risk of contract-
ing a serious disease or of exposing other people,
then it is appropriate on the grounds of justice to
give this person priority access to vaccination.
Next slide, please.

(Slide 9)

Solidarity is also an important consideration when
weighing priority decisions. And here it tells us
that people demonstrate responsibility towards
others who are more at risk by putting aside their
own claims to vaccination, at least temporarily.
And finally, if you will, the umbrella term in
which all of this comes together is urgency, and
how urgent, based on considering these other
principles, is the need for protection? Who is most
at risk? And who puts themselves — or others —
most at risk? And that would usually be done on
an individual basis, but in a situation such as this,
it needs to be done on a group level as fine-
grained as possible, but some clustering has to oc-
cur. Next slide, please.
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(Slide 10)

So what does this give us? We found that priority
should be given to reach four vaccination goals
that cover different important aspects in a pan-
demic: the prevention of severe courses of
COVID-19, such as hospitalisation or even death;
the protection of persons with an especially high
work-related risk of exposure, called the occupa-
tional indication; the prevention of transmission
and protection in environments with a high pro-
portion of vulnerable individuals and in those
with a high outbreak potential; and maintenance
of essential state functions and public life. And
these were not ranked explicitly, but, of course, in
a disease and situation such as COVID-19, in a
situation such as this, the first-mentioned vaccina-
tion goal takes a very high priority indeed. Next
slide, please.

(Slide 11)

So what does this mean for the implementation of
the following vaccine recommendation? A con-
sistent and transparent implementation of prioriti-
sation criteria for the fair distribution of scarce
vaccine doses is crucial for acceptance and trust.
And it must be in line with principles of public
health ethics. Therefore, it is clear that the distri-
bution specifications for vaccines cannot just be
governed by supply and demand, whoever wants
it most or whoever can pay most or whoever has
a certain insurance status. So, insurance status
cannot be a determining factor for access to vac-
cination. Distribution under conditions of scarcity
should also be as uniform and transparent as pos-
sible to inspire confidence and that is, on a very
pragmatic and practical level, best insured by
providing vaccination through vaccination cen-
tres mandated by the state. Next slide, please.

(Slide 12)

Even beyond prioritisation, policymakers and the
scientific community need to adequately address

concerns about vaccination. There should be com-
prehensive and open documentation of efficacy
and side-effects in a central database. It is very
important that we maintain vigilance and that we
know how people, and how many people, have
been vaccinated so that we can then change other
measures in the pandemic. Clear and respectful
communication is key, and should be guided by
the following principles:

— Try and build confidence

— Provide customised information

— Identify, acknowledge and respond to concerns
respectfully and earnestly

— Be transparent about all the debates that have
been taking place, about all the principles that
are playing a role, and obtain feedback in a par-
ticipatory way and keep monitoring acceptance.

Next slide, please.

(Slide 13)

And so, the resulting priority groups that we
worked out did not surprise many people. First
priority group is given to those at the very highest
risk, personal risk. Sometimes, these, some
groups have risks that are more than a hundred
times higher than baseline risk in the population,
for example, people in care homes with certain
preconditions and health conditions who are very
restricted in their movement, but also, and that is
immediately the second group of priorities, the
people who care for these people and who, by
working with high-risk groups, not only run a risk
of infecting themselves, but again, of infecting
vulnerable groups, and vice versa, in a sort of
multiplication effect. And the third group would
be people who have important functions in soci-
ety and who are also in direct contact with vulner-
able groups or in situations where they can infect
themselves. And there is a wide range of profes-
sions that are being considered: police, people
working in health centres, in the education world,
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apothecaries, and so on and so on. And the fine-
grained grouping of such priority-setting groups
is currently still being worked out, because there
is a lot of modelling going on and we need to use
all the empirical data that is available. But,
broadly speaking, this is the ethical framework
that we have now developed for the priority-set-
ting of scarce vaccines in Germany. If you are in-
terested in the details, | invite you to look at the
Ethikrat website, where you can find the paper in
both German and English. Thank you very much.

Susanne Schreiber

Thank you very much, Mrs Buyx, for this very in-
formative and interesting talk. | have, okay, | have
got the good news. So, we give it another try with
our original first speaker here. We are improvis-
ing, so it will be via telephone, | — okay, I am told
two minutes, so, we will try to entertain you in the
meantime. So, | will give you some technical de-
tail, which is not very interesting for the matter
that we are discussing here, but, in any case, so
that you know what we are trying to do. We tested
everything beforehand. Unfortunately, now, all
the audio connections have been breaking down.
So we are trying to connect the video picture of
our speakers together with the telephone lines so
that they can speak. | apologise in advance if the
quality is not perfect. | personally would be very
happy at this point if we were able to hear them at
all. So, | hope you will bear with us, 1 will just
announce a break of, let us say, a minute or two. |
will let you know once we are ready. Thank you
very much, and | hope you will stay. It is an inter-
esting topic, so | think it is worth it.

Christiane Woopen - Chair of the
European Group on Ethics in Science
and New Technologies

(Slide 1)
Then I will just try, and you keep me updated
whether everything is okay. So, yes, dear Alena,
dear Susanne Schreiber, colleagues of all the Na-
tional Ethics Councils and the European Group on
Ethics, and dear online ladies and gentlemen.
Thanks a lot for the invitation to be part of this
Bioethics Forum, it is a great pleasure for me. It
would be even more wonderful to meet in person
again, but we can be happy that technologies en-
able us to meet at least digitally. Living mostly
online over the last months does not always feel
like living actually. So, what Luciano Floridi calls
“onlife” confronts us with the question of what it
actually means to us, to lead a life. Well, it seems
that vaccines against the novel coronavirus will
play a special role here. They will — this is what
we can hope for from the news of the past few
days — become part of a set of measures that will
bring us back parts of our individual and public
lives, which are deeply restricted in this ongoing
pandemic. But at least for some time, there will
not be sufficient doses available for our people
who need and who want to be vaccinated. So, how
should vaccines be allocated?

(Slide 2)

For the following discussion, | want to follow this
line of thoughts. First, | want to introduce five ap-
proaches to allocate scarce vaccines. This line of
thoughts I will follow for the coming minutes. So,
I want to underline that the following thoughts are
my personal view, | am not talking on behalf of
the European Group of Ethics.

(Slide 3)
Roughly, there are five approaches that are dis-
cussed from an ethical point of view.



German Ethics Council. Bioethics Forum: Who first? Allocation of Vaccines against SARS-CoV-2 (18 November 2020) 8

(Slide 4)
First, we can use a lottery, which respects that
everyone should have equal chances. But people
differ greatly with regard to their risk of serious
illness and death, and we should not treat the un-
equal equal, as we have already mentioned. So |
will not pursue this criterion further.

(Slide 5)
We can allocate according to the “first come first
served” principle. So, just start running. Well, this
approach leaves behind those who cannot run, and
also treats the unequal equal, with the conse-
guence of unjustified discrimination. Thus, an-
other unsuitable approach, to my mind.

(Slide 6)

We can refer to social features, either retrospec-
tively, for example, because someone did great
things for public welfare in the past and should be
rewarded, or prospectively, because someone is
so important and useful for the future that he or
she should be protected first. Recognising that
vaccines in a pandemic are meant to protect not
only the individual, but also the entire population
for the future, it is not reasonable to take an indi-
vidual’s past as a decisive allocation criterion. But
it seems to be relevant to acknowledge the im-
portance of an individual or a specific group in its
social usefulness for the future.

(Slide 7)
What kind of social features are we talking about
here? The usefulness for managing the pandemic
in medical terms? Then healthcare workers come
first. A function as an important politician? Then,
for example, Ursula von der Leyen, as President
of the European Commission, would come first.
In terms of education or culture? That would be
good news for teachers and artists. Economic suc-
cess? Then Jeff Bezos would get priority. We see
that social features can be understood in different

ways and that it is not necessarily, but possibly,
ethically flawed. So, only some social features
should count. Fourth, we can strive to maximise
benefits. Usually, according to the utilitarian ap-
proach, benefit means either the number of lives
saved, so, protect as many people as possible from
dying. Furthermore, it can be specified as protect-
ing as many life years as possible. So, among
those whose life is threatened, the younger, with
a longer life expectancy, would come first.

It is often criticised that such a utilitarian ap-
proach violates human dignity, and Laura alluded
to that as well during the NEC Forum. Each per-
son is worth the same, and saving thirty lives or
life years is not ethically better than saving three.
However, if, in a pandemic, those are prioritised
who are at a particularly high risk, that fits to an
approach of saving the most lives, but it does not
imply that they are more worthy than others. It
just recognises that others can wait. Just as in the
former approach, focusing on social features,
there are several facets of benefit. They can also
be of an economic, social, educational, political
or cultural kind, for example. I will come back to
that later. Another question arises: Do we really
talk about benefits? Or do we rather try to manage
the pandemic while avoiding excess harm? Over-
stretching intensive care and triage? Avoiding
harm can be seen as a benefit, but it seems more
appropriate to me to call a spade a spade. So, let
us call this approach “avoided medical and social
harm”.

(Slide 8)
Fifth and last, we can acknowledge the needs of
groups or individuals on the basis of equality of
all people. The view shifts from a more societal to
a more individual or at least group-oriented per-
spective. If we define harm as not fulfilling the
pandemic-related needs of people, it eventually
all comes down to asking about the most relevant
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needs. And once again, needs can be of different
kinds. There can be a need to be protected against
a high risk of dying from COVID-19 or other dis-
eases, the need for healthcare for other diseases,
for social proximity, for education, for having op-
portunities to develop and flourish, and so on. |
want to suggest simplifying things even further
and relating social features to this approach as
well. If you want to meet a need, you look, among
others, at relevant social aspects to define the need
and to fulfil it. If you want to meet healthcare
needs, you need healthcare workers. And these
needs are particularly high, for example, for older
people. There are two ethically relevant ad-
vantages of framing it this way: First of all, social
features, such as being a healthcare worker, only
take over an instrumental role and do not have an
ethical status in and of themselves, with the pos-
sible consequence of discriminating against so-
cially underprivileged people and becoming an
implicit value judgement about certain individu-
als. In addition, only those kinds of social features
can be taken into account that serve to meet the
end. Thus, we can assume that, if the need is eth-
ically relevant, the associated social feature is jus-
tified, too. For example, being a nurse on an in-
tensive care unit does not make the nurse a more
valuable person, but she fulfils an urgent need in
this pandemic of those at highest risk for their
health and lives, as Alena elaborated already, so
that priority access to vaccines can be granted to
the groups of nurses.

(Slides 9-10)
Summarising, this part of my thoughts means | ar-
gue for a needs-based approach aiming at avoid-
ing medical and social harm, while taking into ac-
count relevant social features.

(Slide 11)

This leads to the next question: What is the fram-
ing of our understanding of this pandemic?

(Slide 12)

So, when talking about needs, which count more?
Obviously, there are medical needs for protection
from the virus. These mainly come from pre-ex-
isting diseases and advanced age, from the risk of
getting infected or the otherwise avoidable, una-
voidable risk of infecting a lot of other people.
But medical needs are not the only risks involved.
And that is why | argue that we should adjust the
way we look at and understand this pandemic. As
Clare Bambra and colleagues show on the basis
of data from different international regions and
from history, health inequalities relate to socioec-
onomic, ethnic and geographical inequalities dur-
ing several pandemics, and also now. They argue
that we are experiencing a so-called syndemic
pandemic. What does that mean? They write, a
syndemic, a concept initially introduced by Merill
Singer, exists when risk factors or comorbidities
are intertwined, interactive and cumulated, ad-
versely exacerbating the disease burden and addi-
tively increasing its negative effects. The most
disadvantaged communities experience the coro-
navirus crisis as a co-occurring, synergistic pan-
demic that interacts with and exacerbates their ex-
isting non-communicable diseases and social con-
ditions. The conditions in which people live,
work, learn, grow and age socially determine their
health and mutually increase inequalities. This
view is relevant for social justice.

(Slide 13)
Our fellow colleague, Barbara Prainsack from
Austria, also a member of the EGE, together with
colleagues, started the Austrian Corona Panel
Project already at the end of March. The results
on COVID-19 making Austria more unequal are
impressive and thought-provoking. | suppose that
it will be similar for Germany and other countries
as well. Does the understanding of this pandemic
as a syndemic mean that vaccines should first be
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given to the socially worst-off in order to avoid an
increase of social inequalities? Not necessarily.
Because some of these effects are due to measures
to contain the pandemic like lockdowns causing
unemployment, mental or other disorders that are
not influenced by being vaccinated. However, it
implies two things: First, in the case that vaccina-
tion of the socially worse-off can actually reduce
their social burden, they should be prioritised.
This can, for example, apply to schoolchildren,
their teachers and their house communities living
in precarious circumstances and socially disad-
vantaged areas. Often, these children cannot par-
ticipate adequately in digital education. They
would already suffer from one quarantine, let
alone several ones or even a school closure with
possible long-term consequences for their whole
life. Second, knowing about the possibly devas-
tating effects of the pandemic in terms of domes-
tic violence or suicidality, the socially worse-off
should be prioritised at least within prioritised
groups. That would be a sign of solidarity.

(Slide 14)

I want to summarise provisionally that a broad
needs-based approach as a starting point for the
allocation of COVID-19 vaccines would imply
choosing three criteria for prioritisation. First, the
risk of a serious course of disease or death; sec-
ond, the risk of being infected or of infecting
many others, this goes along with the statement
Alena already presented. What comes up in addi-
tion is, third, the risk of social harm. Usually, re-
spect for autonomy, which was already mentioned
as well, is an important ethical principle. | person-
ally think that autonomy is not a primary principle
for finding adequate allocation criteria with re-
gard to defining more or less prioritised groups.
But it can play a role when thinking about a vac-
cine donation. And | want to discuss this for the

upcoming allocation scheme. Let us say, a bedrid-
den old person no longer leaves the nursing home.
Perhaps he wants to donate his vaccine dose,
which he can claim as a member of a prioritised
group, to his son, who takes care of him. | think
that should be possible. This case also points to
another facet of thinking broadly. The old person
himself can be protected effectively by testing his
visitors at the entrance of the nursing home. So,
defining an allocation scheme for vaccines should
take into account all the other measures of protec-
tion and containment in terms of a broad approach
to manage the pandemic.

(Slide 15)

Last point. Can the three criteria be transferred to
the European or even international level? This
week, the European Commission and Bion-
tech/Pfizer agreed on a contract to supply up to
300 million doses of vaccine. The spokesperson
of the European Commission has already commit-
ted himself. He described the percentage of the
EU population as the only fair criterion for distri-
bution of these doses among the Member States.
This may be formally obvious, and behind it
stands the ethical claim that every person counts
equally, but this does not take into account sub-
stantive criteria. But these should count in a com-
munity of values, based on the Charta of Funda-
mental Rights.

(Slide 16)
The European Group on Ethics, which last week
presented a Joint Opinion, together with the
Group of Chief Scientific Advisors and the spe-
cial advisor to President von der Leyen in
COVID-19, stands by these values. We recom-
mend that the distribution of scarce products and
services should follow criteria of need, based on
the European values of solidarity, equality, non-
discrimination and social justice. Particular atten-
tion should be paid to disadvantaged groups such
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as older adults, chronically ill and people with dis-
abilities and disadvantaged regions, also beyond
the European Union. Distributive justice has a
standard that precedes distribution. How urgently
a country needs the vaccine in terms of health, so-
cial and economic harm is not determined by its
population size. Biontech will now decide on the
distribution together with Pfizer, they say. Can
this be right in terms of justice? The World Bank
recently calculated that the pandemic will plunge
up to 150 million people worldwide into such ex-
treme poverty this year and next year that their
survival is in danger. They will have an income of
less than $ 1.90 per day. A vaccine will not solve
this problem, but its fair distribution can help to
alleviate it. Perhaps the two companies are mak-
ing good decisions. Nevertheless, it should not be
left to the market and the moral motivation of in-
dividual entrepreneurs to establish European or
international justice. On the other side, they have
legitimate interests.

(Slide 17)

That is why we wrote the previously mentioned
Joint Opinion to ensure end-to-end development
and large-scale manufacturing and deployment as
well as fair allocation and to protect private-sector
partners from significant financial losses. It has
been proposed to establish a global financing sys-
tem for future pandemic preparedness. | am sure
we will hear a lot from Mariangela Siméo about
this and the international approach from WHO.

(Slide 18)
So, | can come to a very brief conclusion. When
talking about a broad approach to the allocation
of vaccines, | here refer to only three facets of this
approach:

— include social needs in the allocation criteria
— think of vaccines as one element in a broad
framework of several countermeasures, which

are also taken into account in the allocation
scheme and
— think globally

Thank you very much for your attention.

Susanne Schreiber

Thank you very much, Mrs Woopen. Can you
hear me? Okay. Perfect. Thank you very much for
your talk, and I apologise once again for the tech-
nical difficulties. But we are really determined to-
day to get through with our programme, because
I think it is really important for society. And | urge
you all, please bear with us, we may take longer
than expected, but we will try to get all the state-
ments, all the talks and the discussion going. Cer-
tainly, it will not be finished by seven then, but
hopefully some of you, or most of you, will be
able to spend more time. | also have to apologise.
I was told that our streaming server in the middle
was too crowded and broke down. This is why the
stream was shortly interrupted, but it is up and
running again. The same, unfortunately, hap-
pened to the question module, but we are working
hard on it, the technicians are working hard on it
to get this back. We have already received some
questions. We will take those, but please continue
to try to send us questions, we will try to cover
them later on. But for now, | am happy to an-
nounce our third speaker for tonight, which is Dr
Mariangela Simdo. She is Assistant Director Gen-
eral for Access to Medicines and Health Products
at the World Health Organization. Dr Sim&o has
a background in medicine. She specialises in pae-
diatrics and public health, and she has more than
30 years of experience working in the Brazilian
health system. But now she is located in Geneva
with the World Health Organization. It is a pleas-
ure to greet you in this Forum, Mrs Siméo. | hope
we will be able to hear you and to listen to you.
Thank you for your patience, and | dare to say the
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stage is yours, hoping that this is really true. Wel-
come.

Mariangela Simao - Assistant Director-
General for Access to Medicines and
Health Products at the World Health
Organization

(Slide 1)
Thank you very much for inviting WHO to speak
at this Forum, also for the opportunity to hear
Christiane and the other speakers, and about the
German plans. It is quite enlightening and heart-
ening to see how it is progressing at country level.
Can you see my presentation? Because it is on the
screen, but I — no, you cannot, so let me ...

Susanne Schreiber
Perfect, we can hear you.

Mariangela Simao
Can you hear me?

Susanne Schreiber

Now, the stage is really yours. Welcome again
and thanks for being here.

Mariangela Siméo
Okay, so let me move.

(Slide 2)
So, thank you very much for the presentations be-
fore, and | would say that we have a situation, but
now these are the reported cases of COVID-19.

(Slide 3)
And these are the deaths, where there is a shift
from what the world was before 2020, when we
had high-income countries on the one side, low
and middle-income countries have been affected
differently on the other side.

And we have a situation where some high-income
countries are very badly affected as much as low

and middle-income countries. Of course, the ine-
qualities are different issues and people are af-
fected differently, but in terms of morbidity and
equality, we have a very, | would say that this vi-
rus is very demographic and it is acting that way
across the world. This screenshot is available on
the WHO website. It is updated every day for the
number of deaths and number of new cases, coun-
try by country, just for you, too.

(Slide 4)

I am talking a little bit about the Access to
COVID Technologies Accelerator, you may have
heard about it, which we call ACT-A. It was
launched at the end of April, and Germany played
a very strong role in the launch of this initiative
with several partners. And at the same time as
launching the ACT-A with Wellcome Trust, with
UNITAID, with Gavi, with Global Fund, with the
Bill & Melinda Gates Foundation, WHO estab-
lished an ACT-A Ethics in Governance working
group to offer advice and support to the ACT-A
activities.

(Slide 5)

Well, I also refer to Christiane’s speech when we
should have seen that all the vaccines are not
enough. It is not going to work for us to end the
acute phase of this pandemic and restore societal,
economic health. So, the ACT-A has four pillars
actually. It has one on diagnostics, because with-
out diagnostics we cannot do much. There is one
on therapeutics, there is one on vaccines, and
there is one on health systems. And we call that
the cross-cutting workstream; across all the dif-
ferent pillars is access and allocation to ensure
that we have global equitable access to any tool
that can avoid severe disease and prevent that.

(Slide 6)
I am going to talk a little bit about the vaccine pil-

lar, because this is a discussion on vaccines; we
call it COVAX. Itis led by WHO, Gavi and CEPI.
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It has the goals to provide 2 billion doses by the
end of 2021 and to guarantee fair and equitable
access to vaccines for all participants. And why
are we saying this? Because this discussion on eg-
uitable access actually already started in March
this year, before we had anything in place. We did
not even have the vaccine, but there was already
a big concern on the WHO side, learning from
previous experience, especially on the H1NI,
when we had a safe and effective vaccine and it
was restricted to high-income countries. When it
became available to low and middle-income
countries, fortunately the pandemic had ended.
But this is not the case for this pandemic. And to
end the acute phase of this pandemic by the end
of 2021, we need to have a solution, a global so-
lution, that addresses the needs of all countries.

(Slide 7)

Just very quickly. It is impressive and it is very
good news what we hear now and more recently
about two vaccine candidates. We have not seen
all the data yet, it is not over yet, but hopefully it
will be over soon. We have ten candidates in
Phase 3 trials and we have more than 200 vaccine
candidates being assessed right now. You will
find this on the link here, you will find the WHO
has a draft landscape of all candidate vaccines that
is updated every week with information on each
of these vaccine candidates, so please, feel free to
use it for your information.

(Slide 8)
And then we started to develop a Global Alloca-
tion Framework. This builds on overarching prin-
ciples that would inform the allocation mecha-
nisms for specific products. And remember that
we are talking about a situation where all coun-
tries are affected. This pandemic makes what was
bad worse in terms of inequalities. But in terms of
what the health sector can do to ensure that there
is better equity, is something that is up to us. So,

we finalised global principles to ensure fair and
equitable access to the global COVID products,
presented to member states in May 2020, and we
developed a series of consultation in member
states and other states, we developed a Global Al-
location Framework for COVID that was final-
ised, and what we call a working paper because
we do not have all the answers yet, in early Sep-
tember. And as part of this, we developed fair and
equitable allocation mechanisms for vaccines, we
are still struggling to get across the therapeutics
so that we can present an initial view this month
to member states.

(Slide 9)

And these are the overarching principles. They re-
ceived ample contributions from different sectors,
including from WHO'’s ethics advisor on solidar-
ity, accountability, transparency, responsiveness
to public health needs, equity and fairness, afford-
ability, collaboration and increased regulatory
and procurement efficiency. I am happy to discuss
this later.

(Slide 10)
I am just going quickly because of the time con-
straint. What are the major elements for the
Global Allocation Framework for COVID prod-
ucts? The goals, and | think we already heard
some of the goals for Germany and for Europe in
the previous presentation, what are the overarch-
ing goals of the response? WHO and ACT-A, as |
mentioned before, to decrease deaths, decrease
mortality and protect health systems and health in
social care systems, and, in time, restore eco-
nomic and health. Which are the groups that
should receive products and priority to help
achieve this goal? And how will products be spe-
cifically allocated, given their practice? We are
learning more about the characteristics of this and
candidates that are in Phase 3 now, but we still do
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not know which of them will finalise, will be li-
censed. And so when | now speak a little bit about
the mRNA vaccines and two candidates that are
already there right now, at what pace should coun-
tries receive products, considering their vulnera-
bilities and the dynamic nature of the threat? And
what would be the boundary conditions?

(Slide 11)

So, when we developed the allocation mecha-
nisms for vaccines, we considered two phases.
One phase 1. Phase 1 would be a proportional al-
location of up to 20 per cent of the population. So,
countries would receive doses proportionally to
their total population, given what | showed in the
first slides, it’s everywhere. So, why did we stick
to 20 per cent and why did we go to proportional-
ity for next year? First, because we have a scarcity
of products, second because we need a global
mechanism that will cater for both high-income
countries and low and middle-income countries.
If we developed a mechanism that was only [...],
we even have difficulties right now to define
when the next outbreak will appear, where will
there be a resurgence of the virus? What is hap-
pening in Europe now is a good example. So we
opted for the first phase, which is the phase of
2021, or our proportional allocation of up to 20
per cent of the population. So, there are two prin-
ciples here that all countries could manifest inter-
est in participating in this global solution, this is
the Facility I am talking about, the COVAX Fa-
cility, and I will come back to it in a few moments,
but also that, because we would aim, as much as
possible, to have timely access for all participants.
So that we do not have a three, four, five months,
six months difference between a low and middle-
income country receiving a vaccine and a high-
income country receiving the vaccine. So, this is
super-important when you are thinking about the
global perspective that all countries should have

access, and timely access, to the vaccine. And we
would move to a weighted allocation in phase 2,
which is likely to happen in 2022, where we
would be based on vulnerability and threat in case
we still have a severely constrained environment.
This, 2021, it was said before, it is a severely con-
strained environment, especially taking into con-
sideration that some of these vaccine producers
have allocated large doses, it was mentioned be-
fore, to bilateral deals, agreements with different
countries or regional communities.

(Slide 12)

And then, of course, once we know which vaccine
we have, WHO has the Strategic Advisory Group
of Immunization Experts, which is working very
closely with the allocation mechanisms because
SAGE will do the recommendations for policy
recommendation based on the characteristics of
the vaccine. We have a different example here.
This is an example for a situation where you have
community transmission, so, the SAGE issued a
values framework, which | think some of you will
have seen, that has the different scenarios embed-
ded into it, but the recommendation per se will
only be assessed when, actually, we have finalised
the Phase 3 trials of the vaccine.

(Slide 13)
So, the COVAX Facility, when we were discuss-
ing with Gavi and CEPI and the member states
having a great wish because the vast majority of
countries will not have a chance if they do not join
a pool mechanism. What we aimed at with the or-
ganisation of the COVAX Facility was to give
countries the opportunity to join a global effort
where they would have access to a higher number
of vaccine candidates, which they would not be
able to access otherwise. So, we have 184 partic-
ipants representing 85 per cent of the world’s pop-
ulation. 63 participants are fully self-financing
countries, upper middle income countries and
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high income countries; Team Europe is coming in
with 29 participants; and then we have the coun-
tries that will benefit from what we call the Ad-
vanced Market Commitment, which is partially
what Gavi used to do in 77 countries, now it is
extended to 92 countries to be able to absorb some
island states and some other economies. So, this
is the state we are in right now. We still need five
billion dollars to make this work adequately. And
what is the mechanism, how is this going to work?

(Slide 14)

So, WHO, together with Gavi, will manage the al-
location mechanism through first a joint task force
that is composed of WHO and Gavi, we will do
the models and we will propose how many doses
will go to each country. And that goes to an inde-
pendent validation group, which will issue a call
for expression of interest for experts to be part of
this probably next week, which would validate the
proposal; that would be what we call the decision-
making body. And then this would go to the Fa-
cility and the procurement will be done through
UNICEF and also through PAHO. One thing that
is important to raise right now, because we are
faced with a situation, an immediate situation,
where we have two vaccine candidates much
more advanced than others, with the possibility of
having an emergency authorisation issued by the
US FDA soon, and probably a decision by the
EMA in December, and possibly also an emer-
gency use listing by WHO in early January. But
we have two vaccine candidates that are not very
user-friendly, because one of the vaccines is a mi-
nus 80 vaccine, which also poses other challenges
for implementation, because, for example, Pfizer
does not provide a diluent to the vaccine. So, this
creates logistic issues. So we are discussing inside
the Facility and with Pfizer and other partners
how to enable developing countries to actually ac-
cess a vaccine that needs an ultra-cold chain. The

Moderna vaccine has other challenges, it’s minus
20, but can stay in the regular cold chain for a
longer period than the Pfizer vaccine. But it is
coming to the market at a very expensive price.
So, what will happen next? It is a real global effort
to ensure that countries across the world have the
possibility or the opportunity to access the differ-
ent vaccines that prove to be safe and effective.
And from there, we may see some, what | was
talking about at the beginning, that we are talking
about access in a timely fashion, we may have
some delays because of the characteristics of
these vaccines that will be coming to the market.
Of course, there are other vaccines that are candi-
dates in Phase 3 and that should be coming for
readouts quite soon, in January, February, March.
And AstraZeneca is one of them, but there are
others. And the good news about the mRNA vac-
cines that are coming right now is that they are,
maybe it is a proof of concept that targeting this
type of protein is a good way to reach a higher
efficacy and higher immunity. So, let us see how
this works, because we have other vaccines and
others characteristics, they are all targeting the
same protein. So, let us see how the next months,
two months, three months, we will know more
about which vaccines will actually be in the mar-
ket and which ones are easier to implement across
the world.

(Slide 15)
Just to say one last word, just that WHO is pre-
paring a solidarity trial for vaccines and there are
several reasons why we would think we need a
randomised control trial for several vaccine can-
didates. Because this is not over. We have [...],
but there are other candidates that are being de-
veloped right now, so we could evaluate several
candidates, comparing each one, increasing the
likelihood of finding several vaccines, not just the
few that we have right now. We would help to
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achieve a rapid accumulation of data to support
rigorous evaluation. We could have results in
three to six months after each vaccine is ready for
inclusion, and it could foster international deploy-
ment, which increases equity of access. This is
just, we should be on to this probably in early De-
cember but this is, I think that we need to [...] this
far because I think that is quite important, too.

(Slide 16)

And I would stop here and apologise if | ran over
time.

Round table discussion

Chair: Susanne Schreiber - Vice Chair of the
German Ethics Council

Thank you very much, Mrs Simdo, this has been
a really interesting talk and I think we will just
rush on and then come to the question session. |
was going to say that we now open the round table
discussion and | wanted to make the, well, kind of
weak joke that this was rather going to be a flat-
screen discussion. We would be really happy if it
is a discussion at all, but 1 am confident that it
looks like the technical part is settled. Also, for
the audience, the feedback module is working
again, so please keep posting your questions, we
can see these. Now it is my turn to introduce our
last two participants of the discussion round. You
have seen the first three, and now it is my pleasure
to welcome Professor David Archard. He is the
Chair of the Nuffield Council on Bioethics in the
UK, that is the de facto UK ethics council. He is
an emeritus professor of philosophy in Belfast and
has broad expertise in ethics, moral and political
philosophy and the law. So, welcome, Mr Ar-
chard, and I will continue right away to welcome
our second guest, Professor Jean-Francois Del-
fraissy. He is the Chairman of the French National
Ethical Consultative Committee for Life Sciences

and Health, he is the chair of the French Ethics
Council, CCNE, if I am allowed to say so. He is
an advisor to the French government and Mr Del-
fraissy has a background in medicine, he is a well-
know specialist in HIV and emerging viruses. So,
a warm welcome to both of you, and I suggest that
we start the discussion round with initial state-
ments from both of you, because you did not have
the opportunity to give a longer talk and 1 would
kindly ask Professor Archard to start and tell us a
few thoughts on the topic of tonight. Thank you.

David Archard - Chair of the Nuffield Coun-
cil on Bioethics, United Kingdom

Thank you very much indeed and thank you for
the opportunity to participate in this discussion. |
am going to share some thoughts drawn from
work by the Nuffield Council and some that are
more personal. | think we all start from the fact
that, even if a safe and effective vaccine is made
available, we will urgently face the problem of de-
ciding about priority and distribution. And I par-
ticularly thank the joint statement for its clear,
concise and helpful summary of various princi-
ples and appropriate ranking of different groups.
Let me start by making some points about the im-
perative that occurs amongst many guidelines to
reduce overall harm and the risk of harm. I think
it is important that we distinguish between differ-
ent kinds of harms, the harms that are caused by
contracting the virus, and the clear social and psy-
chological harms that have been occasioned by
the policies adopted to deal with it. And it is very
clear that children in particular have suffered very
badly in the current pandemic through social iso-
lation and denial of educational opportunities.
And we know, too, that the old have suffered dis-
proportionally through their own isolation. I think
it is also important to distinguish between direct
harms that are caused by contracting the virus,
and indirect harms that are a result of transmitting
the virus to others who may then develop serious
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diseases. And | have seen it argued recently that
the young — children — should be the priority for
vaccination because they do not suffer any partic-
ular direct harms but nevertheless, they are more
likely to transmit the virus to others than older
people. But | want to stress that there are other
reasons that we might give priority to certain
groups, and | want to stress the importance, per-
haps, of prioritising health workers, not simply
because they are at risk, but rather because it is a
matter of justice or fairness, given the risks that
they have run on behalf of others. Or we might
think solidarity or reciprocity demands that we
who benefit from their sacrifice should recognise
what is being done on our behalf. A second point
about adopting those principles is that we need to
know how to balance those principles against one
another, and it might be that we need to rank those
principles and give priority to some. And again,
I’ve heard it argued that the imperative to reduce
harm and risk of harm should be the overarching
first principle. A further point is that different eth-
ical principles can be incompatible and conflict.
So, the Nuffield Council on Bioethics, in its 2007
report on public health, identified a number of
principles that might govern the allocation of re-
sources and healthcare and yield very different
outcomes. So, all of you here who have done bio-
ethics will know that a fair innings argument that
has been invoked would involve giving priority to
the young over the old. And it would be important
to recognise that a principle of that kind is in ten-
sion with some of the other principles that have
been used. A final set of comments: If we talk
about justice and solidarity in the distribution of
vaccines, as we should in the distribution of
healthcare, we need to remind ourselves of two
important considerations that have already been
mentioned. First, the pandemic is a global one,
and addressing it needs to be a matter of coordi-
nating a worldwide response. More particularly,

we should recognise the need to make the vaccine
available across all countries and acknowledge
the different and disadvantaged positions that
some countries in the Global South find them-
selves in. So, one question we need to ask our-
selves is what we owe to those beyond our bor-
ders. Second, we certainly know that, in the
United Kingdom, members of certain social
groups, particularly Black, Asian and ethnic mi-
nority groups, have suffered disproportionally in
the pandemic for a variety of reasons, not least ex-
isting social and economic inequalities and the in-
fluence of systemic racism. In determining what
is fair in the allocation of care, including the vac-
cine, we should take account of those inequalities
and weight our provision accordingly. And the
Nuffield Council identified that matter in a recent
briefing note on ten questions on the next phase
of the UK’s COVID-19 response, published, in
fact, last month. Now, as we appear to widely be-
lieve, we are close to making available a safe and
efficient vaccine, the issue of how we should dis-
tribute it is an urgent one. It is properly a matter
for careful ethical evaluation and the joint state-
ment is to be welcomed, with a clear and thought-
ful manner in which it has opened up that matter
for further debate. Thank you.

Susanne Schreiber

Thank you very much and I would right away pass
on to Mr Delfraissy.

Jean-Francois Delfraissy - Chair of the
French National Ethical Consultative Com-
mittee for Life Sciences and Health (CCNE)

... and thanks a lot for inviting me to this meeting.
A lot of things have been discussed before, so |
will probably move on to some questions. We
have exactly the same process in France as in Ger-
many, to build an opinion about what priorities
have to be, to take place in France and therefore
accessibility to vaccine. And we have exactly the
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same conclusion. So, the European vaccine, the
ethical issue, is clearly the same in France and in
Germany. Before going on to some questions, I
want to say that we, at that time, and I truly agree
that we can see light at the end of the tunnel. After
that, we do not know anything about efficacity in
subjects older than 70 years, for example. We do
not know anything, so, we give priority to the sub-
ject, but we do not know anything about durabil-
ity, the immune response, and immune protection
in this subject. We do not know anything about
the side effects. It is not really a problem, 1 think,
in old people. It is really a major issue for young
women, for young nurses, for example. Because
we all know that side effects, the frequency of
side effects, is higher in women and in young
women. So, clearly, we have some questions
about the hazards. Finally, we also have to discuss
about what will happen during the first semester
of 2020/2021, because we will probably have to
continue with balancing between the vaccination,
the global vaccination, or the vaccination for our
priorities. But at the same time, and we can antic-
ipate that we will have a lot of vaccines, in March,
for example. But at the same time, we also have
to produce public health recommendations. Be-
cause, you know, if we say that we have the vac-
cine, a lot of people, and a lot of young people, in
France say: “Okay, you have the vaccine. So, we
will be able to have a real life and a life as before.”
And clearly, that will not be the case. So, we have
to balance vaccine recommendations and public
health recommendations during the first trimester
of next year. After that, I want to discuss two or
three points that have not really been discussed
before today. The first one is on research. We
have the results of three big randomised clinical
trials, with the Sputnik Trial 2. After that, we
know that we have approximately eight or ten
Phase 3 clinical trials and we have a second wave
of different vaccines, probably in April or in May

and in June. And clearly, there is an issue about
the fact that randomised trials at the beginning of
this story are vaccine against placebo. And do you
think it is really, from an ethical issue, it will be
possible to have a vaccine against placebo for a
clinical trial which will begin in June, for exam-
ple, for the second wave of vaccines, or do you
think that we have to do comparative trials be-
tween two different vaccines, for example? And
that is a problem that has not been discussed be-
cause it is really difficult for research. And I think
that the WHO probably has to give an opinion
about that, and the door is open to this discussion.
The second point | want to discuss is citizen opin-
ion in the vaccine story. We discuss with scien-
tists; we discuss with politicians about the organ-
isation of a vaccine in France or in Europe in gen-
eral, and we also have ethical issues and ethical
support. After that, I think that we also need to
have citizens’ opinions on what they really want,
what is the priority of citizens. You know, the
global health democracy is not only a democracy
between experts and the politician, but also a dis-
cussion with the citizen. And | think that we have
to think about that. You know that the acceptabil-
ity of the vaccine is quite different from one coun-
try to another. In France, at that time, 58 per cent
of the population say that they do not want to be
vaccinated with the new vaccine COVID-19. And
clearly this is a major issue. But | anticipate that
we will observe a great change in the next months.
After that, I think that the discussion with the cit-
izen is a major priority. Finally, I want to come
back to the international aspect of vaccine deliv-
ery and vaccine allocation, that is a high priority.
So, the priority is also for the pandemic, because
the virus has no frontiers and the priority is also,
because we also know that middle and lower-re-
source countries have to receive a lot of vaccines.
Clearly, we can say that it is a global public good,
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and our president, President Macron, says to Eu-
ropean leaders that the vaccine, and the COVID-
19 vaccine, must be a global public good. We
have some idea of obtaining vaccines at a good
price. Remember that we had exactly the same
story with the HIV story, the AIDS story, and that
we finally created the Global Fund for delivery of
[...] therapy in resource-limited countries. And
clearly, this problem is the same as at that time.
To finish, we have not discussed the price of the
vaccine, and | think that this is also an ethical is-
sue to say that big pharma has done a good job,
clearly, and that is clear. After that, a good job is
okay with a good price, and good job — good price
and no good job with a very high price, as dis-
cussed with some companies at that time. Again,
this vaccine has to be a global public good.
Thanks a lot to all of you.

Susanne Schreiber

Thank you very much, and in view of time, |
would suggest that we dive right away into the
questions that we have received from the audi-
ence. There are a number of highly interesting
questions, and it seems that there is a cluster of
questions from people who are worried about a
mandatory vaccination. | would like to start with
this question, because this is something that
comes up in Germany a lot, and | am sure this is
also the case in other countries. So, | would like
to put the first question to Alena Buyx, but also
hoping that some of the discussion group mem-
bers from the other countries will join in and give
me a sign whether they see it differently about the
mandatoriness, or how obligatory is it in Ger-
many, and later on in other countries, to get this
vaccination? We have, for example, a question by
Siegrid Werner who says: We need a self-in-
formed decision. It cannot be mandatory. We
have other worries where people say: What about
healthcare workers? Is it obligatory for them? So,

Mrs Buyx, could you comment on that for Ger-
many as a start? Thank you.

Alena Buyx

Thank you very much. A very important question,
and I think I can be quite clear. There will be no
mandatory vaccination. It is a political decision,
of course, but that is in line with the advice that
we gave. As ethicists, we had to assess the differ-
ent scenarios, and so we looked at arguments,
whether there could be any arguments made for
mandatory vaccination, and we did not find any
for a general vaccine mandate. So there will be no
vaccination obligation in Germany. | am quite
convinced of that. | know that people worry about
this, but in the past we have not issued mandates,
for example, for healthcare workers for the flu
vaccine and in other areas. So we assessed this
from an ethical point of view. But, as | said be-
fore, it could only be considered for very, very
narrow areas under very specific circumstances
that do not apply. So, | think we can be quite con-
fident that we will not see this, and I am also quite
confident that we will not need it, because a vac-
cine is a way out of the pandemic and back to-
wards normality. So | think, and we see this in the
data when people are asked if they will get the
vaccine once they can, I am very confident that
we will have enough people who will want to
come out of the pandemic that way and help all of
us to get out of the pandemic by getting vac-
cinated. So that | do not think that this will be
something that will ever be considered. Thank
you.

Susanne Schreiber

May | ask, | see several hands, this is perfect. |
will start with Mr Archard, because how is Britain
most likely to handle this?
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David Archard

Itis hard to know how the UK will handle it, given
the past record of the government in dealing more
generally with the pandemic. I think the question
about the possibility of mandatory vaccination is
an extremely important one and, remember, what
we are talking about is not legal coercion, but
mandatory measures such as, for instance, many
European countries have to ensure that children
are vaccinated by, for instance, not allowing them
to come to school until they have evidence of be-
ing vaccinated. It seems that there is a rise in vac-
cine hesitancy, and if that is a serious problem and
therefore affects the chances of any vaccination
programme securing what we want, which is a
sufficiently high level of population immunity,
then we need to combat what seems to be a grow-
ing suspicion among certain populations about the
vaccine. And here are two thoughts. One: It is re-
ally important that governments maintain trans-
parency in their programme and secure the condi-
tions for trust in their policy and proposals. That
has not been, I think, particularly present in the
United Kingdom. Secondly, I think we do need to
address the pernicious impact of social media.
And | came across a recent article about the pan-
demic of social media panic that is actually run-
ning faster than COVID itself. And there has been
serious suggestion in the UK of measures to shut
down social media sites if they spread disinfor-
mation about vaccines. And that seems to me a
very serious way, and certainly a defensible way,
to address one of the important sources of an un-
willingness to use a vaccine that is, as has been
said, the way out of the pandemic.

Susanne Schreiber

Thank you. | saw Mrs Woopen next. And | saw
you, Mrs Simao, too.

Christiane Woopen

I completely agree with Alena and also with Da-
vid. The only thing | want to say, | personally am
a little bit more cautious in saying the vaccines
will bring us back to normality because we do not
know vyet, as far as | understand the data, if those
who are vaccinated can still infect others. So, all
the other containment measures like tests, masks,
and so on, will also be relevant at least for some
time even if we have vaccines. That was my only
additional remark.

Susanne Schreiber
Thank you. Mrs Simao.

Mariangela Siméo

This is also a very quick comment, which I think
was raised by David, too. The issues of trust are
extremely important, and we are dealing with
some platforms where we have no experience be-
fore. So, we do not really know the safety profile
when vaccinating something like 100 million peo-
ple. Nor do we have much experience globally
with the vaccination of adults. We know, we are
talking about the European context, where you
have more experience with the influence vaccine,
and so on. So, there are many, many issues that
will need to have very good pharmacovigilence to
ensure that any safety concerns do not turn into
panic. | think they can be managed, and the early
alert system for that. And countries will need to
invest, because the majority of countries do not
have experience in managing vaccination for
adults. So there is a lot to be invested in the com-
munication to reduce vaccine hesitancy. It is a
growing problem, but it is not present every-
where, but to ensure that at least the prioritised
groups can be vaccinated next year. And as you
rightly pointed out, the only experience we have
with some kind of mandatory vaccination is re-
lated to children in some countries. It works in
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some countries, it does not work in others. So it is
unlikely that it would work for adults.

Susanne Schreiber

Okay. We have a random set of questions, and |
am just going to go through those here. So, one
that is interesting is from Elisabeth Sticker, it is
about prioritisation, and she is saying that we
would like to know if chronically ill children are
within the first group to get the vaccine. Many of
those young children, depending on their disease,
are among high-risk patients. Would they be eli-
gible, so to speak, at the front to receive the vac-
cine first? Anyone who wants to give a short an-
swer on that one? Mrs Buyx, yes.

Alena Buyx

So, | am overstretching my competence here just
a little bit, but I know from the discussions with
the Standing Vaccination Committee that young
children were not included in the current trials in
large enough numbers. So currently, for the Bion-
tech vaccine, 12 to 15-year-olds are now being re-
cruited and included, and the ages will get
younger. But for now, this is a group where we do
not have sufficient data. So, the short answer is
no, because we do not know enough to be able to
put children in such a priority group, even though,
as | assume, the person asking the question com-
pletely correctly expects their risk constellation,
ethically speaking, would put them at a very high
priority. But, of course, we have to factor in the
empirical data that we have, and that is simply not
strong enough for children yet.

Susanne Schreiber

Thank you. Another type of question we have is:
We have all these vulnerable groups. Assuming
that vulnerable groups in most countries will be
among the first to receive the vaccine, has the vac-
cine been tested in the respective cohorts of vul-
nerables? How will we deal with these potentially

different effects, side effects, positive effects? I
think it was mentioned before but, in any case, |
think it is an important topic and good to bring it
up again. | see Mr Archard looking like you
would like to answer.

David Archard

I was going to say something in response to the
previous question, actually. | mean, a simple fact
is, we are rolling this out so fast that we have no
confidence in what might possibly be the side ef-
fects and difficulties for certain age groups. And |
heard one of our own politicians appear to slip
when he said giving priority to the over-eighties
would allow us a useful test case in whether it did
have side effects. And I am sure he did not mean
it in that sense, but it rather sounded as if the [old]
will be used as an experiment to see how danger-
ous the virus was and what we do not know al-
ready.

Susanne Schreiber

Okay. Thank you. Mrs Woopen? Please raise your
hand. If I do not see you, you have to raise your
hand higher, otherwise | will also distribute some
of the questions so that we hear all of the speakers,
but Mrs Woopen, please.

Christiane Woopen

Thank you. I think the question for vulnerabilities
and comparing different vulnerabilities is a very
relevant one. There again, there is a need for a
broad approach, because it could be that people in
nursing homes can be protected by testing all vis-
itors at the entrance and by testing those who live
there and those who work there, and then to give
all the vaccines to young people who are running
around in the world who will have opportunities
to develop, to live their life, to go to university,
and so on. So the impact actually could be better
to vaccinate some groups of young people first
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than those who are absolutely at high risk of get-
ting seriously ill. But I think we have to really take
into account these different vulnerabilities, and |
am a little bit afraid that so many statements com-
pletely agree at first glance on vaccinating the
group of high-risk people. But I think we have to
differentiate there very carefully within these
groups.

Susanne Schreiber
Mrs Simao.

Mariangela Siméo

We will need to look at the vaccine characteristics
when the studies finalise, because we know that
there are some studies that have been or are being
extended to include older groups, but the majority
of them did not initially include people over 60,
for example. And then they were revised because
this is a good market and it is a good need as well,
but it will depend a lot, what will have to be done,
based on each vaccine characteristics, on each
group who they would actually offer data that al-
low us to make an informed decision in the rec-
ommendation from the [clinical? ethical?] per-
spective.

Susanne Schreiber

Thank you. There are many, many questions on
the topic of the implementation, so very, very
practical issues. A very general question is: How
are we ever going to vaccinate seven billion peo-
ple potentially just from a practical perspective?
Another question also associated with that is, and
I think this is also an important one: How will the
side effects of vaccines in the negative sense, but
also the positive effects of the vaccines, how will
these be monitored? So, what will be the measures
to not just vaccinate people, but also to gain more
information and to make the process safer. If |
may, | would like to address this question, alt-
hough | cannot see you on the monitor right now,

to Mr Delfraissy. Perhaps you have an initial an-
swer to that question? That would be wonderful.

Jean-Francois Delfraissy

Naturally it will be a great challenge and so,
where you agree, political challenge and the
French Scientific Committee addressed this issue
to the French government last week and at that
time they had no clear, good answer. We also
have to understand that it will be a process prob-
ably starting from February and throughout all of
next year, because we will be able in Europe and,
I say in Europe, we also have to discuss what we
consider in developing countries, but in Europe,
the capacity of the vaccination for the prioritised
population, I think it will be possible to do that in
March and April, and so that is a global vaccina-
tion for the global population. This will probably
take place in July or next September. The second
issue is the fact that different people and different
citizens will not be vaccinated with the same vac-
cine. And we have at that time two mRNA vac-
cines, but we anticipate that we will also have an
adenovirus vaccine and also the possibility to
have a first vaccine and the second vaccination
with different vaccines. The second will be a re-
ally new one, and we do not know what will really
happen. In France, we have decided to have, as I
said before, a clearly high priority for old people
because the benefit risk, and | profoundly disa-
gree with the discussion on children, because the
benefit risk is clearly at the individual level and at
the global population level for this population,
and it will probably be easier to have a cohort of
vaccinated people in different home care, for ex-
ample, and to see what will happen regarding not
really efficacy, but immunological efficacy and
also the side effects. After that, the side effects in
the older population, we can anticipate that the
side effects will be not so high, and the question
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is what side effects will occur in the younger pop-
ulation.

Susanne Schreiber

Thank you. We have another comment from Mrs
Buyx.

Alena Buyx

Just to bring a few things briefly together. I think
what we are now discussing is the many ways we
are on a learning curve, because we have different
types of vaccines, different effects and different
age groups with or without preconditions and also
different effects on the pandemic. So, the issue of
transmission that Christiane Woopen mentioned.
So, | think what is really important, and that is
something | believe or | know will happen in Ger-
many, is that any governance that we put in place
Is taken as not fixed forever. So, they need to be
living documents, they need to be living guide-
lines, and they need to keep implementing novel
findings and novel empirical data and knowledge
as it comes in. And that is why that first question,
the question that you asked before this one, is so
important. We need to find good ways of moni-
toring what happens in different ways when peo-
ple get vaccinated. So in Germany, there is a lot
of, and quite contested debate, about a nationwide
database where we monitor which group was vac-
cinated with which vaccine at what phase in the
pandemic, what did that do to transmission in that
area, and so on and so on. And of course, that
comes with a lot of challenging questions on data
protection, data usage, and so on. So, | think it is
important to do that, but we need to find accepta-
ble and good ways, and that is why the issue of
transparency, Jean-Francois mentioned that, is
absolutely vital. Thank you.

Susanne Schreiber
Mrs Simao.

Mariangela Siméo

Very quickly because | know we have little time.
I think we need to separate it, because you have
two responsibilities here, because any trial does
not end with Phase 3, and licensing. The compa-
nies, the manufacturers had to present to the gov-
ernment, so the national regulatory authorities,
they had to present their monitoring, a pharma-
covigilance, we call Phase 4. So there is the re-
sponsibility of the manufacturer on monitoring
the side effects, but also the responsibility of the
national regulatory authority to put in place, most
countries in Europe, Europe is not a problem,
maybe a problem somewhere else, that have sys-
tems in place for the safety, pharmacovigilance of
vaccines, medicines and medical devices. And
this, I think this is one thing that worries me for
the next six months that these systems are work-
ing, at least as sentinel sites across the world so
that if there is any severe side effect that is unex-
pected, that does not show in 30, 40 and 50 thou-
sand people, but shows when we have 10 million,
100 million, that we are able to detect the severe
side effects quickly and issue alerts, if possible.
So, just to say, it is not a loose process, there is a
lot of ongoing work.

Susanne Schreiber

Thank you very much for this really important
comment. | would like to stay with these imple-
mentation issues for just one more minute. So,
Rainer Beck is asking: How can we avoid tumul-
tuous situations? So, on the one hand side, we
have people who are hesitant about getting the
vaccine. On the other hand, we assume there will
be more people wanting the vaccine than can have
it initially. So, how can we handle situations like
that? Shall we involve the police? And also, like
the vulnerable people, that is a different question,
not by Rainer Beck, but by another person, so
how, if we centralise this, with many vulnerable
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people meeting in these vaccination centres, at
least, that is the aim in Germany, can we prevent
them from getting infected? And a third question
in this complex, too: Who decides in the end if we
say, the vulnerable groups in terms of comorbidi-
ties, who decides what are the comorbidities in the
individual patients? So, will it be their GP, their
local doctor, or will this be determined some-
where centrally, which may be more inefficient?
So, this whole complex of questions concerning
implementation, tumults, vulnerables and minds,
who determines, what about doctors, what about
fraud? | see Mr Archard’s hand, so we will start
with you. Thank you.

David Archard

So, I think the issue of the logistics of organising
a mass rollout of a vaccine is something that
would be unprecedented in UK terms, and it will
present enormous challenges. And | do not want
to add anything to what has already been said, be-
yond: We have to recognise that, if there was to
be, let us say, regional or local centres that would
provide vaccination, we have to recognise the ex-
traordinary difficulties that would be faced by
some groups within the population for whom ac-
cess to the centres is no simple and easy matter.
And we know very well from the UK that, in roll-
ing out the social policy of isolation, there was a
lack of significant support. There were people
who then found themselves isolated. On who de-
termines what is, meets the standards of, let us
say, clinical frailty or vulnerability, we have al-
ready seen in the United Kingdom how general
guidelines about those matters were subject to
very different discretionary interpretations by
medical staff on the front line. There was not clar-
ity about exactly what counted as a relevant frailty
or measurements of the degrees of such frailty. So
that again would seem to me an enormous prob-
lem of interpretation before we can implement.

Susanne Schreiber

Do | see more opinions on that one? Yes, Mrs
Woopen.

Christiane Woopen

I think it is the task of the Standing Vaccination
Committee in Germany to define the comorbidi-
ties and to define all the issues that grant access to
this. But I think, with regard to who determines
that and who allocates actually, this has to be so
clear and on a legal framework, because it is about
allocating opportunities to live, yes, not only to
survive, but to live but at least, the very, very high
good and constitutional good of health and life de-
termines that parliament is involved here in some
way at least. Not, of course, determining every
single criteria or comorbidity, but to frame all this
what the German Ethics Council together with
STIKO, and so on so wonderfully elaborated, that
an infrastructure is built and 1 would definitely
add to this infrastructure an outreach and visiting
vaccination scheme, not only people having to go
to a centre but also teams that drive around and
vaccinate people where they are.

Susanne Schreiber
Thank you. Another comment by Mrs Buyx.

Alena Buyx

I must just jump on this. Thank you so much,
Christiane, because | wanted to mention that, for
some of the vulnerable groups, mobile vaccina-
tion teams are the only way. We cannot get sick
people, vulnerable people from care homes, for
example, into big vaccination centres, that is out
of the question. And these, of course, will require
very good hygiene concepts. As far as | under-
stand in Germany, that is part of the planning on
how it can be effectuated that people do not come
there and then get infected. Obviously, very good
scheduling, very good pathways through the cen-
tre, as | far as | understand, that is being developed
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right now. The legal basis, Christiane, thank you
for highlighting that, because that is something
that we said in our position paper, that because it
impacts life and death, as you say, literally the
most important, some of the most important
goods that we have, it needs to have a legal basis.
So we recommended that very clearly. And | just
want to make two points on the “who decides”. |
think, on the one hand, we need a clear policy, as
Christiane also just said. In Germany, that would
be the Standige Impfkommission, which is build-
ing a matrix that will have very fine-grained pri-
orities in line with these ethical principles that I
have just presented to you, and that is currently
being built and will become part of this living
guidance. But at the same time on site, at least in
Germany, we talked about autonomy and the re-
quirement of the person who will get vaccinated
making an informed decision. That requires a
proper conversation with a doctor on site. So there
will have to be a home carer or home physician
who writes the initial indication for a person. But
on site, there will have to be another conversation
where it is checked to see if these things align.
One final point about the tumults that some peo-
ple are worried about: A centralised approach
could obviously make this easier, because it does
not mean that you can get things on the sly and on
the side, and it keeps it transparent and quite ro-
bust and open so that people do not, hopefully will
not, expect some backdoor handling to be going
on. But also, we will need a very good invitation
policy. In Germany, we have registers, for exam-
ple, of certain groups of healthcare workers where
we can, at least, where we know how to invite
them. But | am looking at Mariangela. | think
there are many lower and middle-income coun-
tries where it will be very hard to reach some of
the groups and actually invite them to get vac-
cinated. So, this kind of implementation aspect is
something that, for every country, has to be

looked at very, very well, so that we get this order,
which we have developed in each country and in-
ternationally, really working. Because otherwise,
it is a moot undertaking.

Susanne Schreiber

This has already widened our view, and, on the
more global picture again, | would like to ask or
take up two questions that have been asked. The
first one is: What about refugees on the run? So,
people who cannot really be assigned to a partic-
ular country? | think this would be a good ques-
tion for Mrs Simdo. Go ahead, please.

Mariangela Siméo

Oh, it is a very good question because the global
humanitarian population includes refugees, dis-
placed people, and so on. And there is a large
group of people who are not protected by state ob-
ligations, they have several humanitarian situa-
tions. So, what we have done through the CO-
VAX Facility is to reserve five per cent of the to-
tal expected doses, which would be around 100
million doses, that would be allocated for — at this
moment, we are discussing how this would work
with the humanitarian world, which is different
from the health sector world, and there are differ-
ent actors there, because if you also have no state
actors there, you have organisations like UNICEF
and others, or | foresee the Red Cross Interna-
tional, who actually work on the field and have
front-line workers and everything else. So we
have established a buffer for the humanitarian
sector. And we are discussing how this is going to
work in practice.

Susanne Schreiber

Thank you. Mrs Woopen, do you want to add an-
ything? Please.
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Christiane Woopen

Yes, because I think it is actually not only a global
issue, but also a national issue with refugees
within nations, and what | want to ask Alena as
well, because she stressed that the ethical criteria
and principles are now taken up by the STIKO
when making all this concrete. Would it be possi-
ble to add this social inequality issue and the so-
cial harms? Because that is a thing I really miss in
the statement. It does not actually take up these
social issues on equalities and the syndemic ap-
proach to understand this pandemic, and I would
very much like this to be integrated.

Alena Buyx
Can I respond directly to that?

Susanne Schreiber
Please go ahead. Yes.

Alena Buyx

Thank you for that question. We are taking it up,
I grant under different terms, but, for example, we
discuss social situations that make people partic-
ularly vulnerable, such as living in very close
quarters and the examples that we mentioned are
refugees, for example, and we discussed working
conditions, as we know, for example, in the meat
producing industry. So, we do mention, | think,
under the principle of solidarity, that we have to
look towards the social context. I completely hear
what you are saying and, as | said, all of this will
be a living document and experience. This is the
first position paper that we did now, but the Ger-
man Ethics Council and Leopoldina will continue
to be involved in the work of the STIKO to make
sure that the legally binding recommendation is-
sued by the Standing Vaccination Committee is
indeed in line with these principles, and there will
be an opportunity to refine our framework. So, I

guess what | am saying is that we will keep work-
ing on this together and hopefully get it right as
well as possible.

Susanne Schreiber

Yes, another set of questions we have is again
about the economic interest of the pharmaceutical
companies producing the vaccines. So, just as an
example for many questions we received, | am go-
ing to pick up the one by Jessica Roma. Many
governments from high-income countries have
made advanced market commitments with the
pharmaceutical companies and subscribe to the
COVAX initiative. This seems like cover-up ego-
ism to me, she says. So, are they willing to collab-
orate and how can we deal with the situation of,
let us call it vaccine nationalism, potentially legit-
imate interest of tax payers who invested into vac-
cine development to potentially get prioritised ac-
cess, on the other hand, of course, as we said, the
whole world, the pandemic will only be over if it
is over in the whole world. So how can we deal
with these economic interests? Is there anyone
who would like to answer this one? | think Mrs
Woopen and Mrs Simdo would be predestined,
but 1 do not want to hold the others back.

Christiane Woopen

The scientific advisors to the European Commis-
sion already took up this by saying that financial
interests of industries, of course, have to count,
but not at the cost of social justice. So, it is not
only the market, the market model, as the only al-
location mechanism behind that, of course. So, we
have to see how industry behaves, but I think we
also have to have a framework for that. And there
are several aspects that have to be taken into ac-
count. First, the price. It would be wonderful if
European countries and rich countries, not all Eu-
ropean countries are rich, but if rich countries all
over the world paid a higher price than others. If
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they buy vaccines to allocate them to other conti-
nents, like the European Commission does as
well, and the National Academies of Sciences in
the US also recommended reserving some of the
vaccines for countries outside the American
states. And I think, one thing we have not yet
mentioned, and it has different functions, is the
compensation scheme. If there will be side ef-
fects, and we all hope that there will not be really
serious side effects, but it can happen and | think
it would foster trust for people who get vaccinated
if they can rely on such a compensation scheme
that has nothing to do with going through differ-
ent levels of courts, and so on. And I think indus-
try can be more — how should | say it? — a little bit
so that they can rely on such a compensation
scheme as well when not being so afraid that huge
sums of some compensation accounts will come,
will have to be prepared, to be reserved and pos-
sibly be relevant. So, this will be, I think, an inter-
esting and important issue as well. But there has
to be international licensing and different prices,
and so on.

Susanne Schreiber
Thank you. Mr Delfraissy?

Jean-Francois Delfraissy

You all know that the model with the COVID-19
vaccine is quite different to what has been done
before and quite different from the relationship
between the countries and states and big pharma.
Countries, and also the European Community,
have a pre-order, and have paid for, lots of vac-
cines from different companies. With the global
idea that it will be probably difficult to obtain vac-
cines against COVID-19 and probably with the
idea that some companies will ultimately not find
an effective vaccine. At that time, | do not know
the results, but with the Phase 3 clinical trial with
two mRNA vaccines and the other with the ade-
novirus, we can anticipate that it will probably not

be that difficult to obtain a vaccine against
COVID-19. So the price of such a vaccine is an
ethical issue, and we have to be very cautious.
And | think it is also important, the ethical label.
What will be the price of the first and the second
vaccine, mRNA vaccine probably, given after
FDA and EMA agreement? Because, as you
know, it is a general issue, the price of the first
drugs is essential for the price of the second and
the third and the fourth drug in general. And it will
be the case for the vaccine. So we have to be very
cautious about the price of Pfizer, the vaccine, and
also the other one. And we discuss about a price
between 10 USD for one vaccine and one dose,
and the other about 20 or 25 USD and probably
still higher, because a lot of countries and a lot of
states have paid for that before. So, clearly, | say
that we have to be involved and to discuss at the
citizen level about the price of this global good.

Susanne Schreiber

Thank you. Another short question with a short
answer hopefully: What about the organisation
worldwide in terms of the implementation? So, do
you expect any additional challenges of logistics
worldwide? In particular, it was asked about cool-
ing. As far as | am informed, some of the vac-
cines, Moderna, do not require such extensive
cooling, but in any case. Possibly brief answers to
this. And Mrs Simao, | see you. Thank you.

Mariangela Siméo

That is a big issue because it is not only about
whether you need an extraordinary cold chain,
and some of these vaccines do. The mRNA vac-
cines, their RNA is very fragile, one of them,
Pfizer needs -80 °C, which we call ultra-cold
chain, and Moderna needs -20 °C, but at the point
of [vaccination?] it can stay in the normal cool
chain. So there are a few challenges in the imple-
mentation, and | think one of the things that we
learned through this pandemic issue is, | have to
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say, | think, something good. It is not only be-
cause you see that research and development
move so fast, but because we are running parallel
processes. We do not expect, and we are not wait-
ing until we have a vaccine to work with countries
for deployment. Things are running in parallel, we
have vaccine candidates that have already started
manufacturing without finalising [...]. So it is a
very different world right now in terms of how
this is playing out, but deployment in countries re-
quires right now, and there is a big effort WHO is
doing with that with partners, UNICEF mostly, to
ensure that countries have an implementation plan
for the different platforms of vaccines. And |
think the biggest challenge over the next two
months is to ensure that these mMRNA vaccines do
not stay in the northern hemisphere, that they are,
they would appear able to create channels which
can be used, at least, for example, to vaccinate, at
least to start with in some countries, with
healthcare workers, for example. That they are
made available, the logistics, including whether
these MRNA vaccines are considered genetically
modified products or not, because that implies
different rules internationally on the logistics, air
freight, and so on. So, we are trying to do every-
thing at the same time and hoping for the best for
the beginning of next year.

Susanne Schreiber

Thank you. Mr Archard, please go ahead. You
cannot hear me? Yes, please do answer.

David Archard

| just wanted to add that I would shamelessly ad-
vise people to read the Nuffield Council on Bio-
ethics’ report on global health emergencies that
came out no more than a month or so before the
emergence of the pandemic, and what it makes
absolutely clear is that research should not [ex-
ploit?] countries from the southern world, that it

should use those with their permission and the re-
search priority should be set by a sense of sensi-
tivity for what is happening in the particular juris-
dictions.

Susanne Schreiber

Okay, thank you. I think we are approaching the
end. We are already 15 or 20 minutes over time. |
think this is really making up hopefully for the
technical issues that we had before, and | would
like to take the liberty to answer with an important
question. On the other hand, it is a little bit of a
home run, because it is a question just addressed
to the German Ethics Council, but nevertheless, |
think it is also relevant for all the other countries.
So, the question in particular is that we had a com-
mittee comprised of the STIKO, so the commis-
sion that usually deals with vaccination, the Leo-
poldina, which is a scientific organisation with
many scientists, and our Ethics Council. And they
together came up with the paper that Alena Buyx
presented at the beginning. And the question was:
Would it have been different had the Ethics Coun-
cil done it on their own? And | took the liberty to
take this question because | feel it is really im-
portant to get as many people involved in these
decisions, because we had other questions where
people suggested having Birgerinitiativen, so
having, you know, local committees of citizens
who try to come up with suggestions, and so on.
So, how important was it to involve several insti-
tutions there? And would it have been different
had only the Ethics Council dealt with this paper?

Alena Buyx

Okay, I will start. That is a bit of a mean question,
but I think I can answer by saying no. We had a
working group, we have a standing working
group on the pandemic at the Ethics Council, and
even before we were asked by the Health Secre-
tary to look into this and work together with the
others, we had had a discussion, and we came up
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pretty much with this framework. And when we
presented that in the first meeting to our col-
leagues from the other bodies, there was pretty
much immediately great overlap and then a lot of
discussion about detail, the way it usually goes.
But what we found is that there was a lot of agree-
ment with the overall, the principles and the broad
categories that we identified. And | am very heart-
ened, by the way, and that is something that | want
to say in response to what Jean-Francois Del-
fraissy has stressed several times, at least in Ger-
many, there were big studies now asking the pop-
ulation if they agreed with this particular frame-
work. And we had very high response rates that
overall people thought, way beyond 90 per cent
which, of course, is very encouraging, that people
thought this was fair. So, luckily, we found the
sweet spot between what is legally and ethically
robust and medically robust and also overlaps
with common understanding, common morality
ideas that people have when you ask them what
they think is fair. So, 1 am actually very happy
about that because, as Jean-Francois has men-
tioned, what people really want and what they
think is fair in this question is absolutely vital. So,
fingers crossed that it stays this way and hopefully
we gave it a good foundation.

Susanne Schreiber

Okay. Thank you very much. And I think, with
that statement, 1 would like to conclude our round
table discussion which, in the end, at least turned
into a very proper flat-screen discussion, | would
say. So, thank you very much for bearing with us,
also particularly the speakers. I think what we had
in the end is roughly what we intended at the be-
ginning. So, to summarise, | think, from the whole
discussion, which, of course was not as all-en-
compassing as we would have liked it to be, there
are many more questions, but I think in summary,
we can say that we have reason to be optimistic.

With the latest facts, with the vaccines, with eve-
rything that is coming up. So, these are all diffi-
cult questions that we have been discussing, but it
seems we are at least halfway prepared, if not
even a bit more. So, we are doing our homework
and we are working on it, and we will continue to
work on it. The implementation seems to pose
very big challenges, I think we all agreed on this.
A good example is, despite really good prepara-
tion today, there are technical issues, so you can
see the big problems arising here in this small
event. So, | am sure some problems will come up,
but we try to prepare as much as possible and, in
general on this topic, | think we need to stay in
contact, and debate, in particular with the public.
Because if we do not involve the public, then
nothing will happen. We need to have people
onboard to agree with the strategies and to really
voluntarily participate in this process. We have a
real opportunity, as Alena Buyx pointed out at the
beginning, to end the pandemic here, and I think
this is the most optimistic thing we can say today
that we, now, in contrast to half a year ago, have
something in our hands where, hopefully, we will
be able to change things, to have a turning point
and to come back to a more normal life, although
it will be different to what we had, compared to
what we had in the last months. With that, | thank
you all for your patience, for your valuable con-
tributions. It was really nice to meet you as col-
leagues, | have to say, and | would like to hand
back to Alena Buyx for the real closure of this Bi-
oethics Forum. Thank you.

Alena Buyx

That is not the real closure. | could not have said
it better. | thank you so much for your summary
and for keeping a cool head and navigating us
through this discussion. Susanne Schreiber, you
did a wonderful job and you certainly set my mind
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at ease. | do have to apologise once again to eve-
rybody out there. There was so much interest in
this event that it completely overwhelmed the
server and pretty much everything broke down.
So, thank you to the tech team in the room and to
the staff of the German Ethics Council, who | saw
running around here with sweat on their brow, for
handling this situation with so much grace and en-
abling us to have this event. We had a tremendous
amount of questions in the question tool. | just
want to tell everybody out there: If your question
was not asked, it is not lost. We will take these
questions into account when we take our work
forward, and it will inform the way we think about
the work. | also want to say that we will have
online transcripts of this event, so everything can
be looked at again for those of you who did not
make it into the livestream. And so | hope that we
will be able to distribute all of this much further.
| want to thank all of you, dear colleagues, for
bearing with us, for keeping your good humour
and for giving us all your insights and all your
wonderful thoughts on this, one of the most diffi-
cult things that we have in front of us. | believe
we are on a very, very good path. I think we have
shown that we take the complexity very seriously,
and that we are making steps. That is as much as
we can expect in a fast-moving pandemic, so, for
me, this is real reason for optimism. Thank you so
much. Have a lovely evening. Thank you to eve-
rybody outside, in the chat, in the livestream,
thank you to the German Ethics Council, to the
staff of the German Ethics Council, and to every-
body involved in preparing this event, and have a
good night.



	Welcome
	Alena Buyx   Chair of the German Ethics Council

	Presentations
	Chair: Susanne Schreiber   Vice Chair of the German Ethics Council
	Alena Buyx   Chair of the German Ethics Council
	Susanne Schreiber

	Christiane Woopen   Chair of the European Group on Ethics in Science and New Technologies
	Susanne Schreiber

	Mariângela Simão   Assistant Director-General for Access to Medicines and Health Products at the World Health Organization
	Susanne Schreiber
	Mariângela Simão
	Susanne Schreiber


	Round table discussion
	Chair: Susanne Schreiber   Vice Chair of the German Ethics Council
	David Archard   Chair of the Nuffield Council on Bioethics, United Kingdom
	Susanne Schreiber
	Jean-François Delfraissy   Chair of the French National Ethical Consultative Committee for Life Sciences and Health (CCNE)
	Susanne Schreiber
	Alena Buyx
	Susanne Schreiber
	David Archard
	Susanne Schreiber
	Christiane Woopen
	Susanne Schreiber
	Mariângela Simão
	Susanne Schreiber
	Alena Buyx
	Susanne Schreiber
	David Archard
	Susanne Schreiber
	Christiane Woopen
	Susanne Schreiber
	Mariângela Simão
	Susanne Schreiber
	Jean-François Delfraissy
	Susanne Schreiber
	Alena Buyx
	Susanne Schreiber
	Mariângela Simão
	Susanne Schreiber
	David Archard
	Susanne Schreiber
	Christiane Woopen
	Susanne Schreiber
	Alena Buyx
	Susanne Schreiber
	Mariângela Simão
	Susanne Schreiber
	Christiane Woopen
	Alena Buyx
	Susanne Schreiber
	Alena Buyx
	Susanne Schreiber
	Christiane Woopen
	Susanne Schreiber
	Jean-François Delfraissy
	Susanne Schreiber
	Mariângela Simão
	Susanne Schreiber
	David Archard
	Susanne Schreiber
	Alena Buyx
	Susanne Schreiber
	Alena Buyx


