Open Letter to Rt. Hon Jeremy Hunt MP, Secretary of State for Health
Rt. Hon Jeremy Hunt MP, 

Secretary of State for Health,

Department of Health, 

Richmond House, 

79 Whitehall, 

London, 

SW1A 2NS
Dear Mr Hunt,

Draft Human Fertilisation and Embryology (Mitochondrial Donation) Regulations 2015.

We are writing to you to express our deep concern over the UK’s draft regulations permitting pronuclear and maternal spindle transfer to take place in the creation of human embryos with DNA from three parents which you intend asking MPs to vote for on Tuesday 3rd of February 2015.
As you are aware, these regulations permit the genetic modification of humans as acknowledged by the UK Human Fertilisation and Embryology Authority and propose crossing a key bioethical threshold, with enormous safety consequences for the children created, and their offspring.

By way of introduction to our central point we should emphasise that we are particularly alarmed that on the basis of answers to written parliamentary questions, it would seem that the British Government is not in a position to say whether or not all the preclinical tests recommended by the HFEA have been concluded, assessed and published in peer reviewed articles. How can the British Parliament have an informed debate without this information?

We are especially concerned that one answer stated that some experts had been given sight of some results on a confidential basis. ‘This has allowed the panel to take into account the very latest research on a confidential basis.’ 
 How is that consistent with transparency and building public confidence? Surely if we have learned anything from the experience of genetic modification in other contexts, like food, it is that government needs to be transparent and not in any way paternalistic assuming a deferential public when it comes to questions of safety. 
Moreover, even if all the tests currently recommended by the HFEA had been completed, we find their 2013 U-turn arguing that PNT tests in non-human primates were no longer necessary, when previously they had described them as ‘critical’,  deeply concerning. 
The reason given makes no sense. They stated in para 2.2.8 of the 2013 report that: (1) The world's best team at nuclear transfer in primates says macaque embryos don’t survive pronuclear transfer, and (2) human eggs are more sensitive than macaque eggs. This logically should imply that the poor success with macaques is more likely to underestimate problems with human embryos not the other way round.

Our concern here is further compounded on two fronts. First, the very eminent Prof Evan Snyder is advising the USA against proceeding precisely because there is a need for more animal testing. He says we need between two and five years more of preclinical work.
 Second, the only case where pronuclear transfer was used in humans resulted in an abortion, a miscarriage and a still birth, after which the country in question, China, banned the practice.

The main point we wanted to make, however, is to say that crucially these regulations are also contrary to the prohibition included in the European Clinical Trials directive 2001, which states “No gene therapy trials may be carried out which result in modifications to the subject’s germ line genetic identity”.  This provision is replicated in the 2014 directive (EU 536/2014).  
We appreciate that the British Department of Health is seeking to argue that they can move straight to using these procedures without clinical trials that are subject to the Clinical Trials Directive. What they have not done, however, is to respond to the key point made in paragraph 17 of Lord Brennan’s legal opinion on the Regulations which is of central importance. 

‘It is a well-established principle that EU law is to interpreted by the CJEU teleologically, that is in light of the purpose, values, social and economic goals the provisions aim to achieve. Given that in both the Directive and the 2014 Regulation it has expressly been considered appropriate and necessary to ban any gene therapy trials that involve modification of the subject’s germ line identity, then it would clearly fall within their purpose and values to prevent the use in clinical practice of any procedure with that effect, without any investigation or trials first having taken place.’

Please be aware that we will be bringing this matter to the attention of our colleagues in the European Commission, who may well consider bringing infringement proceedings against the UK, if these proposals were passed.

 We would strongly urge you to reconsider these measures, and maintain the respect the UK has as a leader in the biotech industry.
Yours faithfully,

Miroslav Mikolášik MEP Chairman of EPP Working Group on Bioethics and Human Dignity

Jean-Luc Schaffhauser MEP
Davor Stier MEP
Luigi Morgano MEP
Andrejs Mamikins MEP
Renate Sommer MEP
� �HYPERLINK "http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-07/220114/"�http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-07/220114/�


Other questions revealing the tests are not complete and or have not been peer reviewed and published can be found:  


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-07/220102/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-07/220103/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-07/220096/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-07/220101/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-08/220218/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-08/220219/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-08/220220/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-08/220217/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-08/220195/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-07/220138/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-20/221476/


http://www.parliament.uk/business/publications/written-questions-answers-statements/written-question/Commons/2015-01-07/220135/


� �HYPERLINK "http://www.hfea.gov.uk/docs/Mito-Annex_VIII-science_review_update.pdf"�http://www.hfea.gov.uk/docs/Mito-Annex_VIII-science_review_update.pdf�


� �HYPERLINK "http://www.independent.co.uk/news/science/exclusive-the-threeparent-baby-trap--is-new-ivf-technique-safe-9864156.html"�http://www.independent.co.uk/news/science/exclusive-the-threeparent-baby-trap--is-new-ivf-technique-safe-9864156.html� 


� �HYPERLINK "http://www.nature.com/news/2003/031013/full/news031013-4.html"�http://www.nature.com/news/2003/031013/full/news031013-4.html�





