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Freedom of bio-medicine research and its safe
applications

The Congress of the Alliance of Liberals and Democrats for Europe (ALDE)
Party convening virtually on 11-12 June 2021

Considers that:

e the criteria for funding biomedical research must take account of all
those experimentations that can protect and promote scientific
progress in the treatment of serious diseases in order to guarantee the
primary interest of patients and future generations of human people;

e the studies of embryonic stem cells and on germ-line genome editing
are promising experimentations respectively to find cures for several
types of severe diseases and to prevent inheritable ones in the
offspring, so they should not be excluded a priori from funding;

e jtis also important that in the future the results of all these experiments
are shared among all the people and benefit the entire world population,
European citizens included, so it is wrong to let them take place only
outside a region with a tradition of democratic values and respect for
the rule of law like European Union because this would have no control
over the process leading to the applications of such results;

¢ the European Union should impede only the clinical use of activities that
have not yet yielded effective and safe results in basic and pre-clinical
research or that do not respect human dignity.

Is aware that:

¢ the transfer of the nucleus of a patient's somatic cell into an egg cell
deprived of its nuclear genetic material would allow the production of
embryonic stem cells compatible with the patient's own immune
system, in order to avoid the transplant rejection;

e while newly or yet to be developed medical advances, like somatic
genetic therapies, are certainly welcome because they are necessary
to treat sick people, they do not block the passage of harmful germ-line
mutations from generation to generation and rather allow them to elude
natural selection by transmitting from patients to their children, so to
descendants;

e harmful mutations occur spontaneously with a greater frequency than
beneficial ones;

e all that could cause an accumulation of harmful mutations in the
offspring increasing the incidence of hereditary genetic diseases in the
human population over the generations, constraining to resort more and
more often to the same therapies that indirectly cause their spread,;
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¢ unfortunately, pre-implantation genetic analysis and embryos selection
have limits that do not always make them sufficient or useful to deliver
a "healthy" child and, mostly, a child in any case not carrier of the
dangerous genetic or chromosomal variant inherited from her\his
parents and, in turn, transmissible to her\his future children;

o if appropriate basic research were carried out on human gametes
precursor stem cells, “fertilized oocytes”, zygotes, and very early
embryos in future it may become feasible to modify the human genetic
heritage in a hereditary way through genome editing with safety and
efficacy and to use this possibility to prevent the hereditary diseases for
all the descendants;

¢ the overwhelming majority of the international scientific community has
asked for a moratorium of a few years on the clinical use of germ-line
genome editing, because the research is still far behind and therefore
any clinical applications are for now too risky and therefore premature,
but does not asked for a ban and considers very important to continue
basic research in the meantime, because these experiments promise
to make germ-line genome editing become a better method to prevent
hereditary diseases linked to nuclear DNA than pre-implantation
genetic analysis and embryos selection alone;

¢ while genome editing techniques are not yet ready to be applied to the
germ-line in the clinic, some mitochondrial replacement technigues are
because these "by replacing mitochondria replace their DNA without
directly altering its sequence" (unlike genome editing), some of them
have already successfully passed both basic and pre-clinical trials and
two of them (spindle transfer and pro-nuclear transfer) have already
been tested in the clinic leading to the birth of some children who are
all healthy;

¢ in general mitochondrial replacement techniques are the only concrete
possibility available to date capable of preventing the transmission of
mitochondrial DNA related diseases from mother to her children and
from her daughters to future generations;

e (disabled people and people with other health conditions have a
legitimate concern regarding the potential repercussions of genome
editing, particularly those communities that have experienced
eugenicist discrimination and those which regard their conditions as a
natural form of difference and not as something to be pitied.

Concludes that:

e cloning cells and tissues can be a beneficial practice;

e for now, clinical use of germ-line genome editing is still imprudent but it
might be a very good future perspective;

o mitochondrial "donation" is already sufficiently safe;
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The ALDE Congress calls on:

the European Union to revise the Article 14 of the Program Horizon
Europe 2021 — 2027 to allow and encourage the European Union to
fund in vitro (not in clinic) activities intended to genetically modify the
human germ-line and the research on nuclear transfer for biomedical
reasons, notwithstanding that cloning persons for reproductive purpose
must remain forbidden;

the European Union to revise Article 90 of Regulation 536/2014 on
clinical trials on medicinal products for human use to allow
mitochondrial replacement techniques in clinic for preventive purpose;
the ALDE Party to politically mobilise to achieve these legislation
changes;

regulators and other decision-makers to include patient advocates in
discussions and decisions on these topics, particularly disabled people
and people living with rare diseases or conditions, to ensure their voices
are heard and their perspectives taken into account when changing
legislation as described above;

the European Union to strictly supervise the respect of ethical
guidelines by researchers, clinics and other institutions using advanced
genome techniques.
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