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“Human Genome Editing: Science,
Ethics and Governance”

“Given both the technical and societal concerns, the et S 2?5.';'5'5
committee concludes there is a need for caution in any F',,_ CUAND

: " - " GOVERNANCE
move toward germline editing, but that caution does not ¥ _

mean prohibition. It recommends that germline editing | =i

research trials MIGHT be permitted, but only after much more

research to meet appropriate risk/benefit standards for
authorizing clinical trials.”



Nuffield Council on Bioethics: Genome
Editing and Human Reproduction
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"We can, indeed, envisage circumstances in which
heritable genome editing interventions SHOULD be
permitted.”
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Robin Lovell-Badge Jiankui He Matthew Porteus
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WHO Expert advisory committee on
Developing global standards for Governance and
oversight of Human Genome editing
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developing global standards for governance
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WHO expert advisory committee on
developing global standards for governance (@) noidseat
and oversight of Human Genome editing o

- WHO

@ UNESCO

@ European Commission

@ International Commission which has been set up by the US
National Academies of Medicine/Science, Royal Society together
with other serval academies
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Views from Finalize
under-represented framework

Timeline of work

Third Fourth

Meeting Meeting
(February 2020) (Summer 2020)

First Second

Meeting Meeting
(18-19 March) (26-28 August)
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First

Second

online consultation
(Spring 2020)

Committee

online consultation
(Autumn 2019)

announced
(14 December)

Explore Fill gaps in Test
wider views evidence framework
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:> 2 the International
Clinical Trials Registry Platform (ICTRP)
. Online consultation

https://www.who.int/ethics/topics/human-genome-editing/en/ 10
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e Transparency(

), Inclusivity(

responsible scientific stewardship(
social justice and non-discrimination( )

transparency,
inclusivity, responsible
scientific stewardship

)

(whisle blowing)

), fairness( ),

ICTRP the International Clinical Trials Registry Platform

- Sgarch for  clinical trials in children
— Without Synonyms
Phases are [l

Phasza 0
Phase 1
FPhase 2
Phaze 3
Phase 4

With results only
Rare diseases ( orphan drugs

Welcome

= Tha Clinical Trials Search Podal provides
access to 8 confral dalabass containing the
irial registration data sets provided by the
regstions ksted on the nghl. L alse provides
links to the full onginal records.

» To facidabe the unigue identfication of
trials, tha Search Portal bridges (groups
ingether) mullipls reconds sbout the same
Trigl pégees information

= Please note! This Search Portal is nota
clinical triais ragistry. How to reqistar a tial

XY, World Health

(%Y Organization

International Clinical Trials

M Registry Platform
Search Portal

Home Advanced Search ListBy b Search Tips UTN» ICTRP website b REGTRAC Contactus

17 primary registry

( JPRN: Japan Primary Registry
Network, ClinicalTraial.gov

Data Providers

Data sei= from dals providers are updatad every Friday evening according to the foliswing schadule
Evary wonk

= Australian New Zealand Clinical Trials Ragistry, last dasa file impoenad on 11 Hovember 2010
+ Chinese Chinical Trial Reqstry. last data file mported on 411 Novamber 2018

= ClinicalTrials gow, last data file imporied on 11 November 2019

= ELClinical Trials Register (EU-CTR), 1ast data fie imporied on 30 April 2019

« ISRICTM, last data ke impaorted on 11 Movember 2019
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« WHO

https://www.who.int/ethics/topics/human-genome-editing/consultation-2020/en/

Q5: REPORTING OF UNETHICAL RESEARCH

The Committee is exploring possibilities for recommending the creation of an

international ‘whistleblowing’ mechanism for the reporting of unregistered, unethical or
illegal uses of human genome editing on individuals (somatic genome editing) or germline
genome editing, whether in the lab or clinically for attempts at making heritable

(whisle blowing alterations (i.e. reproductive uses). Do you know of any such mechanism(s) that could be
useful at an international level?

) Y/N

If Yes please detail the mechanism(s) and explain whether you consider this mechanism(s)
desirable/practical/usefulness. Also, please comment on the potential objections or
roadblocks to the creation of such a mechanism(s)

(250 max)




mechanisms

12
mechanism

Q10: Mechanisms

A governance framework for human genome editing might be comprised of different
mechanisms. Some mechanisms will directly regulate the use of technology (such as
international, regional, national or federal laws, or enforceable codes). Other mechanisms
will aim to provide indirect ways to alter behaviour, change how a technology is used, and
strengthen a culture of responsibility.

The Committee identified 12 mechanisms that might regulate/inform the use of human
genome editing (Box 3).

Box 3: Mechanisms that might regulate/inform the use of human genome editing
(For a full description of each, see the Draft Governance Framework (LINK))

* Laws and regulations

Professional codes of ethics, conduct and practice

Funding requirements
Insurance requirements
Accreditation, registration, or licensing =
Standards and guidelines

Publishing requirements °
Moratoria

Institutional policies or guidelines

Research review

Licensing or marketing approval requirements
Professional self-regulation

T & 9 & ® = @

. *» 9 @»

Do you have any comments on these mechanisms? Y/N
Are there mechanisms missing from this list? Y/N

(If Yes please provide details)




UNESCO

UNESCO

IBC International Bioethics Committee 1993

COMEST World Commission on the Ethics of

Scientific Knowledge and Technology 1997

UNESCO

1997 29

2005 33

2015 Report of the IBC on updating its reflection on the Human Genome and Human
Rights IBC

2018




UNESCO

IMPACT OF GENOME EDITING ON OUR HEALT
ENVIRONMENT

H AND

SECOND ROUNDTABLE ON THE ETHICS OF GENOME EDITING Uniled Netions - From

2 December 2019, 2:30 p.m. to 5:30 p.m.
Room 11

1 2018 9

WHO
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