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Applicant details

1.
Name and address in New Zealand of the applicant:


This should be the organisation formally responsible for this application.


Name: GE FREE (NZ) in Food and Environment


Address: PO BOX 13402, Wellington


Phone: (04) 477 4744

Name: Claire Bleakley


Position: President of GE Free (NZ) in food and environment


Phone: (06) 3089842


Fax:  (06) 3089842
Email: p.bleakley@orcon.net.nz

Application details – ERMA200223 
Name of organisms: Unknown

Host Organisms: mouse, sheep, cattle, goat. 

Applicant: AgResearch, Ruakura. 

GE FREE NZ in food and environment have already had an informal meeting on this issue and received some clarification. We are now formally submitting this reassessment on Application ERMA200223 under section 62 (1) for consideration to be forwarded to a full reassessment under section 63 in light of new evidence relating to the approval for GMD200223.
We consider that the Authority in relation to the application ERMA 200223 has removed essential controls in relation to Horizontal Gene Transfer (HGT). 

ERMA has failed to specify clearly the meaning of some controls and the lack of clarity poses the possibility of serious misinterpretations, ambiguous or inadequate interpretation of the regulatory control requirements under the law.
In previous outdoor GE field trials this has led to a misunderstanding by applicants over controls and therefore serious breaches occurred that have posed a risk to New Zealand bio-security. 

It is the responsibility of ERMA to conduct credible objective expert assessment under the Hazardous Substances and New Organisms (HSNO) Act (Methodology (3) (1) (a) on any information that it receives in relation to any approval controls. 

There has been a breach of good faith and natural justice that the public have a right to expect of the ERMA Authority and agency.

The public can no longer be confident that the ERMA staff and Authority have the competence to deliver proper risk management or scientific expertise.  This lack of expertise is highlighted in relation to GMD02028/ERMA 200223 where the lack of adequate information has led to a massive oversight in the risk assessment as outlined below. 
1. Lack of boundary specification of ERMA’s definition of ‘development’ vs. ‘field test.’
ERMA has not placed a control in ERMA200223 decision of what a ‘development outdoors’ comprises as they did in GMD02028. The approval period for the ERMA200223 ‘development outdoors’ lasts twenty years. However in GMD02028 a ‘development’ outdoors was limited to one generation. 

We were given to understand that a “development out doors” was limited to one breeding generation [See attachment ERMA Authority Decision 02028]. The applicant once they had achieved stability of inheritance was to apply to conduct a field test that would then require environmental testing. 
The understanding came from the ERMA interpretation of a Development vs. Field trial in the ERMA Authority decision on GMD02028 control 9.3 which states – 

9.3 Breeding shall be limited to the minimum necessary to complete development…In the case of cattle modified to express therapeutic proteins in milk, genetically modified cattle may be bred, where necessary, to produce one subsequent generation to investigate stability of inheritance or to obtain a homozygous replacement, Prior to any breeding of Tg cattle, the Chief Executive of ERMA New Zealand shall be advised of the intention to breed and the reasons for breeding.  [emphasis added]
This interpretation was upheld by Justice Potter in the High Court action in 2002. CIV 2003-404-673 [236] p.69 
It appears on reading the ERMA200223 decision that ERMA have ignored case law, by allowing ‘development outdoors’ to extend beyond ‘one subsequent generation,’ through to a period of 20 years. This lack of clarification allows this development to be run in effect as a field test with out the requisite environmental testing. This is a material error and needs to be rectified.

Amendment: The exact wording as set down in GMD02028 control 9.3 is added to the regulatory controls on ERMA200223.  

2. Regarding ERMA’s assessment on Development in ERMA200223
In the decision on GMD02028 ERMA required under control 9.2 the applicant is to provide ERMA with the details of the constructs prior to undertaking nuclear transplantations.
9.2 Before artificial insemination or transfer of embryos or nuclear transplantation, all genetic material in the insert vector shall be characterised (that is, the DNA has been sequenced and there is an understanding of the potential gene products and their function) and the details of the genetic material (including source) and each construct shall be provided to the Chief Executive of ERMA New Zealand. 
 [See attachment ERMA Authority Decision 02028] 

We note that there is no control outlined requiring the same obligation for ERMA200223. 

It also allows the applicants to secretly proceed without any accountability or transparency. 
The lack of a time frame control is especially concerning as there is no requirement to notify ERMA as to when a specific Tg nuclear construct was implanted, blurring further the legal boundaries between a ‘development and a ‘field test’.  ERMA controls are so ambiguous that in essence they have allowed the applicant to redesign, monitor and regulate their experiment. This lack of regulatory control opens the country to risk of new organisms being created and escaping especially as there has been and will be no expert ERMA assessment of the implanted transgenic (Tg) material.  We believe this is not within the intent of the legislation. 

Amendment: That the exact wording in GMD02028 control 9.2 is added to the ERMA200223 regulatory controls. 
3. Adequate data for assessment
The ERMA200223 approval has not required, as in GMD02028 control 9.2, that new transgene constructs be notified prior to insertion (as outlined above in point 2). 

Due to the generic nature of the application GMD02028 the submitters found it impossible to consider any risks to do with the organism details as they were not made available.  The same inability to assess the organism details exists to an even greater extent in ERMA200223 because there are also sheep and goats approved.   We also note that in the Appeal Court ruling CA380/2009 [2010] NZCA 89 clause 58 states - 
[58] We do not see that process as necessarily compromising public participation where public notification has occurred and parties other than the applicant have expressed an inclination to participate... If parties are on notice that proposals will develop in that manner during the consideration process, then they would be well advised to indicate their interest even in generic proposals to ensure that their voice will be heard if, on further clarification, the proposal raises issues in which they have an interest.

We note that ERMA has never notified any public stakeholder when they have received construct clarification details under GMD02028 control 9.2. This is a breach of natural justice, as the public are severely prejudiced at hearings in generic proposals, and further prejudiced when ERMA, following receipt of construct details, fails to notify interested parties / stakeholders therefore removing any possibility of their voice being heard.
Amendment: A regulatory control that details of all constructs, prior to insertion, are notified to stakeholders for comment. 
4. Lack of expertise in CE of ERMA.
In the letter to ERMA CE from the AgResearch Programme leader of Reproductive Technologies dated 23 November 2009, [see attachment 23 November 2009] an approval was sought as specified under GMD02028, control 9.2. This letter provided the basic transgene construct information for the production of a chimeric mouse/human sequence on the market under the trade name ERBITUX. 

The construct using two chimeric human mouse sequences, goat and antibiotic genes, as well as chicken genes, was approved for insertion by the Chief Executive of ERMA on the 24th November without any further 

We believe that the Chief Executive does not have the required credentials to consider such transgenic applications as he does not have the expertise to understand the scientific details around GE constructs. This is evidenced by his ready approval the following day of receipt of the notification without any further risk assessment advice being sought 
In this oversight ERMA Chief Executive also overlooked the fact that the chimeric mouse/human sequence (ERBITUX) was initially approved in 2004 and has been commercially available since 2006 with the same human/mouse construct.

We believe this has led to an error in meeting the requirements under section 44A of the HSNO Act that ERMA is duty bound to follow. It has also led to a miscarriage of justice around ERMA’s exercising of it ‘duty of care’.
Amendment: A regulatory control requiring that on notification of construct ERMA appoints independent assessors who have the expertise to assess the construct for risk.
5. Lack of consideration of alternative and safer methods in achieving the research objectives.
We believe that the CE approval by the ERMA Authority on both FSH and ERBITUX genetic cassette for the creation of transgenic animals was not consistent with the requirements set out in the HSNO Act. Under the section 44A (2) (b) which states 
(b) that alternative methods of achieving the research objectives that has fewer adverse effects on the human health and safety and the environment, particularly ecosystems and their constituent parts,”
The attached page from the document ‘Interpretations and Explanations of Key Concepts April 2008 point 3.2 Alternative Research Objectives’ explains in more detail the points that are to be addressed. 

This appears to have not to have ever been followed by ERMA given the same error has occurred with the FSH and LactoFerrin approval process: namely that the products are in oversupply and have/had been commercially available to patients for many years, both through conventional and GE processing methods.  

On reading 44A (b) it appears that in all generic applications this must be still considered when ERMA receives a construct to be approved under control  9.2. 
We believe that ERMA should further reconsider the ERBITUX approval, especially as there have been no live births and the surrogate cows aborted their calves and suffered such serious complications they had to be euthanized. [AgResearch Annual Report to ERMA 2010, p.10-14]
Amendment: 
i. A regulatory control is included stating that on notification of construct ERMA appointed  independent assessors have the expertise to assess the construct for existing safer methods of achieving the research objectives as defined in section 44A (b).
ii 
A regulatory control that all approvals in relation to ERBITUX be immediately cancelled.
6. Lack of clear controls around segregation of different transgenic animals and constructs.
We also ask that ERMA provide a clearer interpretation of the boundaries between the different transgenic animals and stipulate segregated areas where each animal genus is separately grazed.

Animals carry diseases that can transfer between species and to other animals. As seen in the BSE disaster in the UK, it was believed that scrapie from sheep was transferred to cattle then humans. Also TB and Johnes disease can be easily transferred between cattle sheep and goats.  For these reasons we believe that the AgResearch facility should have had clear control guidelines from ERMA about the facility management and isolation from each animal group carrying GE material. 

There appears to be a high level of aborted and faecal matter that is lying dormant in the soil. Due to the open nature of the facility, 200 acres with wire fencing, this detritus is easily taken up by birds, micro organisms, water flooding or animals treading and transferring the matter across the fields therefore spreading the possibility of GE diseased material. 
A HSNO s: 63 reassessment may identify if remedial action is appropriate as a precautionary measure.
Amendment:  A regulatory control specifying the standard for isolation and segregation between different transgenic animal groups. 

Lack of assessment on HGT in data provided.
7. We are highly concerned that ERMA did not receive the document ‘Microbial characterization of soils from offal pits’ 2004 -2009 as part of the ERMA 200223 application [see OIA letter dated 24th March 2011 from Susan Thompson]  We can only conclude that the decision to remove the HGT control has not been made with the full data or on objective scientific grounds. 

We have now provided ERMA with the ‘Microbial characterization of soils from offal pits’ 2004 -2009 document we received from AgResearch under an ERMA OIA letter.  We consider that this is new information requiring a full reassessment under section 63 in light of this omission in the ERMA staff and Authority decision. 

We believe the lack of Horizontal Gene Transfer testing is a serious risk factor as regular testing keeps an important watch on the possibility that the gene is transferring into the soil rhizosphere and ecosystem.

Should this be the case, it would place the facility and surrounding environment at high risk of potential new diseases to evolve. We believe without HGT monitoring novel disease mutations pose an unmanaged risk to the biosecurity of the facility that could threaten the country. 

We also believe that the 10 years of HGT testing in the AgResearch report ‘Microbial characterization of soils from offal pits’ 2004 -2009 does not give significant and robust assurance that the best tools were used in trying to detect any HGT events.

There is also concern about detection of soil communities that contained a possible HGT event not being properly explored, resulting in failure to conclusively show that HGT did not occur between the recombinant material and its surrounding soil.  

We also note that the land area where the milk has been irrigated there has been no monitoring or testing for any signs of HGT.  

We ask that ERMA reassess the spraying of milk onto fields in approval GMD200223 which has approved a range of animal types (Cattle, sheep, goats).  Studies have shown that there is great difficulty in killing off DNA and the souring of milk would be considered one of the least scientific ways to destroy the DNA in the transgenic milk.
We believe that mixing the transgenic milks might also lead to recombination events forming complex new transformations which could be transferred to ecosystems.  It could also further confound any studies to isolate specific constructs and gain credible data on the risks from HGT. 
The removal of the requirement for HGT testing is also a concern as this constitutes a serious non-compliance issue for MAF who have to assess risk and carry out the monitoring control of undesirable or unwanted organisms.  

We believe that ERMA reconsiders the new approval GMD200223 which has approved a range of animal types (Cattle, sheep, goats) in light of its carcass disposal and milk spraying regime, and re instigate independent HGT testing with the latest technological tools across the whole area where transgenic animals are housed and grazed as well as offal sites.
Amendment: 
i. A regulatory control specifying the segregation and superior scientifically validated destruction of milk.
ii. A regulatory control specifying that Horizontal Gene Transfer testing is re-instigated and carried out by experts in HGT science using the latest technological detection tools.
In Summary:

 Amendment: An ERMA regulatory control the exact wording as set down in GMD02028 control 9.3 about ‘development’ guidelines is added to the controls on ERMA200223. 
Amendment: An ERMA regulatory control with the exact wording as set down in GMD02028 control 9.2 is added to the controls on ERMA 200223.  

Amendment: An ERMA regulatory control specifying that all notification of constructs prior to insertion to be provided to interested stakeholders so they can comment.

Amendment: An ERMA regulatory control requiring that all notifications of constructs be considered by the staff and independent assessors who have the scientific expertise for risk assessment.

Amendment: A regulatory control stating that on notification of the construct ERMA appointed  staff and independent assessors have the expertise to assess the construct for existing safer methods of achieving the research objectives as defined in section 44A (b).
Amendment: An ERMA regulatory control to immediately cancel all approvals in relation to  ERBITUX in light of alternative methods under sec: 44A with less adverse effects. 

Amendment: An ERMA regulatory control stating the required isolation and segregation protocol between different transgenic animal groups in the facility. 
Amendment: An ERMA regulatory control specifying the segregation and superior scientifically validated destruction of milk. 
Amendment: An ERMA regulatory control specifying that Horizontal Gene Transfer testing is carried out by experts in HGT science using the latest technological detection tools.
Yours sincerely,

Jon Muller
Secretary of GE Free NZ in Food and Environment
cc. Dr. Nick Smith 
Attachments

ERMA Authority Decision 02028 p.5

AGRESEARCH LIMITED V G E FREE NZ IN FOOD AND THE ENVIRONMENT INCORPORATED And Anor CA CA380/2009 [23 March 2010]
OIA letter from AgResearch to Rob Forlong November 23rd November 2009 

ERBITUX data sheet. 

AgResearch Annual report to ERMA on GMF98009 and GMD02028 http://www.ermanz.govt.nz/search-databases/Pages/default.aspx 
Key Concepts April 2008 point 3.2 Alternative Research Objectives’
Microbial Characterisation of Offal Pits 2004- 2009, AgResearch. [Already submitted]

OIA letter from Susan Thompson, 25th March 2011 
	20 Customhouse Quay,

Cnr Waring Taylor & Customhouse Quay
PO Box 131, Wellington

Phone: 04-916 2426   Fax: 04-914 0433

Email: info@ermanz.govt.nz  
Website: www.ermanz.govt.nz
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