
BROAD SOCIETAL 
CONSENSUS: 
PUBLIC EDUCATION, 
ENGAGEMENT AND 
EMPOWERMENT 

Françoise Baylis, 
CM, ONS, PhD, FRSC, FCAHS 

University Research Professor
Dalhousie University

November 6, 2019
American Society for Gene & 

Cell Therapy Policy Summit



OVERVIEW

CRISPR genome editing: terminology

Recent history (2015- present) 

Broad societal consensus

Translational pathway forward

Adopt a moratorium



CRISPR Genome Editing: Terminology

Germline Genome Editing
• Involves making genetic changes to 

reproductive cells (eggs and sperm, as 
well as the cells that give rise to eggs 
and sperm) or early stage (one-cell) 
embryos.

• Clinical use of germline genome 
editing

Heritable Genome Editing
• Involves making genetic changes to 

reproductive cells (eggs and sperm, as 
well as the cells that give rise to eggs 
and sperm) or early stage (one-cell) 
embryos 

• AND transferring these genetically 
modified cells to a woman’s uterus in 
the hope of initiating a pregnancy that 
would result in a child with a modified 
genome.  The goal would be a 
permanent change in the offspring 
and future generations.



Recent history (2015 – present)





It would be irresponsible to proceed with any clinical use of germline 
editing unless and until 

(i) the relevant safety and efficacy issues have been resolved, based 
on appropriate understanding and balancing of risks, potential 
benefits, and alternatives, and 

(ii) there is broad societal consensus about the appropriateness of the 
proposed application.



Broad societal consensus
Broad scientific consensus

Broad societal debate





Responsibility: Participants are responsible for voicing their opinions, 
participating in the discussion, and actively implementing the 
agreement.

Self-discipline: Blocking consensus should only be done for principled 
objections.  Object clearly, to the point, and without putdowns or 
speeches. Participate in finding an alternative solution.

Respect: Respect others and trust them to make responsible input.

Cooperation: Look for areas of agreement and common ground and 
build on them.  Avoid competitive, right/wrong, win/lose thinking.

Struggle: Use clear means of disagreement – no putdowns.  Use 
disagreements and arguments to learn, grow and change.  Work hard 
to build unity in the group, but not at the expense of the individual 
who are its members.



Inclusivity,      responsibility,        self-discipline,        respect,        co-operation,        struggle,        benevolence





• “Germline genome editing could become acceptable in the future if 
these risks are addressed and if a number of additional criteria are 
met.

• Progress over the last three years and the discussions at the current 
summit, however, suggest that it is time to define a rigorous, 
responsible translational pathway toward such trials.”



Translational pathway forward



Elements of a 
rigorous, 
responsible 
pathway forward

Strict independent oversight

Compelling medical need 

Absence of reasonable alternatives

A plan for long-term follow-up

Attention to societal effects



Strict independent oversight

• Jiankui He (CHINA) Research approved by the relevant institutional research 
ethics committee (Allegations of fraud) 

• “Medical Ethics Approval Application Form” submitted in March 2017 to the Ethics 
Committee of HarMoniCare Shenzhen Women’s and Children’s Hospital

• Shoukhrat Mitalipov (US) Research approved by local IRB

• Kathy Niakan (UK) License from HFEA (National oversight)

• Denis Rebrikov (Russia) Russian Federation developing policies in this area

• How to ensure “independence” and absence of conflict of interest? 

• Is NATIONAL OVERSIGHT preferable? sufficient? 



Adopt a moratorium

















“I have accepted the interim recommendations of 
WHO’s Expert Advisory Committee that regulatory 
authorities in all countries should not allow any further 
work in this area until its implications have been 
properly considered.”
DG Tedros Adhanom Ghebreyesus July 26, 2019



Moratorium ineffective



Moratorium : Temporary prohibition

“important ‘totemic value’”



Voluntary moratorium Strongly discourages clinical use



Statements made after the first 
summit and the second summit 
have avoided using the term 
moratorium. Consciously. Because 
that word has been associated with 
very firm rules about what you can 
do and what you can’t do . . . That’s 
what’s wrong with a moratorium. 
It’s that the idea gets fixed in 
people’s minds that we’re making 
firm statements about what we 
don’t want to do and for how long 
we don’t want to do it . . . To make 
rules is probably not a good idea.




