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AREI DR R, REHARE
Ry FRICKDEIE German Ethics ethically irresponsible at the present time
(MREEER) Council calls for an application moratorium
(2019) These include the research process that must precede any clinical
application, interventions to avoid serious monogenic hereditary
diseases, interventions to reduce multifactorial disease risks, and the
targeted improvement of human characteristics and abilities
(enhancement).
A4FUX FRICKDEIE NUFFIELD Council use of heritable genome editing interventions to influence the
(B bOZAERUHE | on Bioethics characteristics of future generations could be ethically acceptable in
MRICEIT DA, | (2018) some circumstances
HFEAct) the welfare of a person who may be born as a consequence of
interventions using genome edited cells
principles of social justice and solidarity, i.e. it should not be expected to
increase disadvantage, discrimination, or division in society
FAINH FBEHC K DHIR U.S. National clinical trials using heritable genome editing should be permitted only if
CREEZEmEMF | Academy of done within a regulatory framework that includes the following
Fir (NIH) #B#8X | Science, criteria and structures;
DNA#RFEIEET) U.S. National v absence of reasonable alternatives;
Academy of v restriction to preventing a serious disease or condition;
Medicine v restriction to editing genes that have been convincingly demonstrated to
(2017) cause or to strongly predispose to the disease or condition;

Human :
Gend
Editing =
SCIENCE,
| .. ETHICS,

S5 JaND
—\ ~  GOVERNANCE
v

v' restriction to converting such genes to versions that are prevalent in the

population and are known to be associated with ordinary health with little
or no evidence of adverse effects;

v availability of credible preclinical and/or clinical data on risks and potential

health benefits of the procedures;

v/ ongoing, rigorous oversight during clinical trials of the effects of the

procedure on the health and safety of the research participants;

v' comprehensive plans for long-term, multigenerational follow-up that still

respect personal autonomy;

v maximum transparency consistent with patient privacy;
v continued reassessment of both health and societal benefits and risks,

with broad ongoing participation and input by the public; and

v reliable oversight mechanisms to prevent extension to uses other than

preventing a serious disease or condition. 14
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Exclusive: Five couples lined up for CRISPR babies to avoid deafness

Algorithm of fetal therapy based

on CRISPR / Cas$9
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Edted baby

® 20197848 B 7DHIEEDenis Rebrikovh [ 1BIGIEE EE L H>T-HOMENS.
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RAREAE J==1: N R 2
it would be irresponsible to proceed with any clinical use of heritable
“germline” editing at the time.
Germline genome editing could become acceptable in the future if these risks
are addressed and if a number of additional criteria are met. These criteria
include strict independent oversight, a compelling medical need, an absence of
0 . reasonable alternatives, a plan for long-term follow-up, and attention to societal
rganizing effects.
Second NComanltztSTS A translational pathway to germline editing will require adhering to widely
Internatio | (Nov. ) accepted standards for clinical research, including criteria articulated in genome
nal _ editing guidance documents published in the last three years.
Summit Such a pathway will require establishing standards for preclinical evidence and
on Human accuracy gene modification, assessment of competency for practitioners of clinical
Genome trials, enforceable standards of professional behavior, and strong partnerships with
Edllltlr;g In patients and patient advocacy groups.
Kgng U.S. National The summit addressed this troubling revelation and underscored guidance that was
A:cédemy of provided in a 2017_ report from the U.S. National Academy of Science and National
Science Academy of Mec_llcme. o . . . N .
US. Natiolnal Thf;]t_ repor_t outlined cr|te_r|a under which clinical tr|als_and appllcf'jtlons of_germlme
Academy of ec_lltlng might be permlt_ted, buF only when there_ is compelling medlcal_ need
Medicine with a clear understanding of risks versus benefits, and only under stringent

(Nov. 29 2018)

oversight, with sufficient transparency and public input. Not following there
guidelines would be an irresponsible act.

World Health Organization
Human genome editing 1st
advisory committee
(Mar. 18-19 2019)

agreed core principles of transparency, inclusivity and responsibility that
underpin the Committee’s current recommendations. The committee agreed that it
is irresponsible at this time for anyone to proceed with clinical applications of human
germline genome editing.

agreed that a central registry on human genome editing research is needed in order
to create an open and transparent database of ongoing work. The committee
asked WHO to immediately begin working to establish such a registry.
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