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The following papers were considered by the Committee:

e papers for Licence Committee (108 pages)

e 1 paper was tabled: this comprised a response to the peer review from the

applicant, and a further response from the peer reviewer. This tabled
paper comprised 4 pages.

1. The papers were presented by Chris O’'Toole, Head of Research Regulation.
Dr O’'Toole summarised the proposed research project as set out in the papers.

2. The Committee agreed that they were satisfied that the two peer reviewers’
reports provided them with sufficient expert advice to make a decision.

3. The Committee identified the activities to be authorised by the licence as:



(a) the creation of embryos through the use of CNR and parthenogenesis
(b) the development of blastocysts from those embryos
(c) the isolation of stem cells from those blastocysts.

4. The Committee agreed that none of these activities are prohibited under the
Human Fertilisation and Embryology Act 1990.

5. The Committee noted the views of the peer reviewers, who both agreed that
the proposed research was necessary or desirable for the following purposes:

e Increasing knowledge about the causes of congenital disease

e Increasing knowledge about serious disease

e Enabling any such knowledge to be applied in developing treatments for

serious disease.

These purposes are set out in Schedule 2.3 (2)(b) to the Human Fertilisation and
Embryology Act 1990, and in the Human Fertilisation and Embryology Act
(Research Purposes) Regulations 2001, section 2(2)(b) and section 2(2)(c). The
Committee agreed with the peer reviewers that the proposed research project
fulfilled these purposes when considered as a whole, for the reason that the
research aims to create different types of cell lines with a genetic pre-disposition
to Motor Neuron Disease (which is a serious congenital disease) and, using
these cell lines, to study the genetic nature of the disease and how this genetic
nature expresses itself in the development of the physiological manifestations of
the disease. The research also aims to use these cell lines in testing how drug
treatments affect different types of cells with a genetic disposition to the disease.

6. The Committee further decided that each component activity (a - c) fulfils the
three above purposes, for the reason that each is necessary for the project as a
whole.

7. Members noted the comment by one of the peer reviewers (see page 88 of
the papers) that “the proposed utilisation of human embryos is necessary as
other approaches to develop models of this kind have not been developed and
applied to MND.” The same peer reviewer also asserts that experiments on
animal models or other types of human cells have reached a point at which the
use of human embryos is justified. The Committee agreed that they were
satisfied that the creation of embryos by CNR and parthenogenesis is necessary
for the purposes of the research in order to create cell lines of a known genetic
composition, specifically a genetic pre-disposition to Motor Neuron Disease. The
Committee considered the number of oocytes that the researchers have
predicted that they will use during the course of this project. They agreed that
given the novelty of this research and the expected success rates the proposed
use of this number of embryos was necessary.

8. The Committee considered the patient information and consent forms, and
agreed that consent given by patients complies with the standard licence
conditions on all licences for treatments involving the use of embryos to derive



stem cells. However, Members also agreed that there were two aspects of the
consent forms with which they were not happy. The first aspect was a sentence
at the end of the consent form which reads: “thank you for agreeing to take part
in this important research”. In line with previous Licence Committee decisions,
the Committee agreed that the word “important” should be removed from this
sentence, so that patients do not feel under any pressure to participate. The
second aspect was the question in the consent forms which asked the
consenting patient whether they wish to received feedback on research results
which have implications for their health. The Committee agreed that because the
results of this research would not have any meaningful implications for the health
of particular patients, this option must be removed from the consent forms.

9. The Committee considered whether the requirements for the grant of a
licence as set out in Section 16 of the Human Fertilisation and Embryology Act
1990 have been satisfied. They concluded that they were satisfied:
e that the application fee has been paid
¢ that the Nominal Licensee is a suitable person to hold a licence
¢ that the character, qualifications and experience of the proposed Person
Responsible are such as are requires for the supervision of the proposed
activities, and that he will discharge his duty under Section 17 under the
Human Fertilisation and Embryology Act 1990
e that the premises in respect of which the licence is to be granted are
suitable for the proposed activities.

10. The Committee therefore decided to grant a licence for the proposed
research project with no additional conditions, subject to the centre making the
two small changes to the consent forms as detailed in (5) above to the
satisfaction of the Executive. The Committee agreed that this licence should be a
12 month licence, and that the centre should be required to submit a progress
report to the HFEA every six months for the duration of the licence.
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