This is a relatively new technology and the subject of ongoing discussion as to the extent to which it’s captured by the current
regulatory scheme. OGTR can provide advice on specific examples on a case-by-case basis, but this is a lengthy process. At this
stage, it may be prudent to assume that work with CRISPR-CAS does fall within the scheme. Under the current regulations,
CRISPR-CAS technology could be considered as involving the introduction of a non-vector system and/or non-conjugative plasmid
(crRNA and Cas9 RNA/expression plasmid ). Classification of dealings and resulting organisms would then be similar to the advice
given in relation to
oligos, save that changes to the genome would be heritable.
The Gene Technology Regulations are periodically reviewed in response to input from regulated organisations as well as
operational experience within the OGTR. The OGTR continually monitors advances in gene technology and how they should best
be captured by the regulatory framework. These considerations feed into the regular review of the Regulations.
We encourage your organisation to make a submission to the Gene Technology Regulator regarding CRISPR/CAS-mediated
genome engineering so that it can be considered when the Regulations are next reviewed. While a commencement date for the
next review has not been set, submissions can be made at any time.
Please don’t hesitate to ask if you need any further information regarding this query.
Kind regards,

---------------------------

Contained Dealings Evaluation Section
Office of the Gene Technology Regulator
Ph:
| Fax: 02 6271 4202
Email

Disclaimer: Please note that any response provided by the OGTR is based on the information made
available to the Office, and should be considered as general advice. It does not constitute legal advice.
Therefore, any response provided by the OGTR should be considered in conjunction with any legal
advice you may seek.

"Important: This transmission is intended only for the use of the addressee and may contain confidential or
legally privileged information. If you are not the intended recipient, you are notified that any use or
dissemination of this communication is strictly prohibited. If you receive this transmission in error please
notify the author immediately and delete all copies of this transmission."
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