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Maori Welcome

0:00:00 Karanga - Female

0:01:44 Mihi/Karakia/Welcome - Hakopa Puke

0:05:43 Waiata - Female & Hakopa Puke

0:06:51 Korero - Hakopa Puke

0:07:43 Kieran Elbrough
Kia Ora good morning to everybody. Thank you for everybody traveling here today.  I’d just like to start by introducing myself. My name is Keiran Elbrough, I’m chair of this decision committee.  On my left I have Doctor Max Suckling, Richard Woods and Manuka Henare. The application that we’re here to consider today is ERMA 200223 and the applicant is Ag Research. The purpose is to develop, in containment, genetically modified goats, sheep and cows to produce human therapeutic proteins, or with altered levels of endogenous proteins for the study of gene function, milk composition and disease resistance.  Now the hearing we’re here for today is is carried out under section 61 of the HSNO act, as well as the Commission of Enquiry act of 1908. the object of the hearing is really for the authority the decision committee here to consider all of the the evidence that’s available.  We’ve seen and read every single submission that’s been made to the committee we’ve also read the errata sheet for the ENR report as well as obviously the ENR report.  The errata sheet if people haven’t got a copy of it is available outside.  Just like to announce a few rules I guess for the media.  No cameras no tape-recordings.  We will allow some photographs for scene setting and we can do that after the session if you wish.  The authority members are not available for interview and if anybody requires interviews then they should speak to Asela and Asela will introduce himself later on.  So hopefully everybody has a record of the appearances or the the kind of the agenda.  I’ll ask people to step up to the podium when it comes to their submission and state who they are and who they represent and at that point i’d like you to indicate if you intend on presenting any witnesses at the same time.  Before I move on are there any omissions from the list of submissions that anybody’s aware of?  [pause] Okay, thank you.

0:10:25 So moving on now to the order of business and procedures. First of all the applicant presents the application and also presume call some witnesses and then we’ll ask the ERMA agency staff to present the ENR report the evaluation and review report followed by Nga Kaihautu Tikanga Taiao report and then we’ll go into the submitters and ask the submitters to present their submissions bearing in mind we have read every submission previously. Some final questions from the committee then the applicants will have response to, to matters that have been raised. As far as the submissions go we’ve allowed 15 minutes per submission I’d ask you to perhaps use less time because that 15 minutes involves questions as well.  So when it gets to 10 minutes I’ll indicate when the 10 minutes is up and when it gets to 15 minutes I’ll start to close the, the submission. The reason for that is we’ve got lots of people waiting on the end of telephones for telephone calls so I need to stick to the agenda as much as possible and also obviously people have arrangements outside of this meeting to get to. There will be water tea and coffee available outside unfortunately you’ll have to make your own arrangements for lunch i ask that please don’t eat within this all please.  At this point i’d like that all cellphones are turned off please.  If you can just make sure of that thank you. Are the arrangements clear to everybody does anybody have any questions around the arrangements?  Ok thank you.

0:12:29  During the proceedings everybody will have the opportunity to ask questions but questions of clarification please.  The forum here is not for cross examination so the questions should pass through me, through the Chair and if I feel it’s relevant then we can pass it on the people to answer. It’d also be helpful if once you step up to make your submission you let us know if you need any Audio Visual facilities.  Once the hearing is finished we as a committee will adjourn this hearing then we’ll meet again on the 8th of this month to actually consider all of the evidence we have heard and make a decision around that.  So before moving on I’d like Manuka Henare to make a response.

0:13:24 Manuka Henare
Tihei Mauri Ora. A he whaea, he matua, a tena korua mo to whakaaro pai ki a matou kua tatou mai i tenei whare. He whare wanaga mo, mo tetahi kaupapa nui o te ao.  Tenei te mihi ki a korua, a tena korua mo to whakaaro pai ki, a, ki, ki a matou kua tatou mai kei te waahi o Ngati Wairere, kei te rohe o Te Kahuiariki, a the waka o Tainui a he mihi, he mihi aroha ki a korua i tenei wa.  A, e te matua te manu korero, te whaea a te manu waiata, tena korua, tena korua, tena korua. 

0:14:15 Kieran Elbrough
Thank you Manuka.  If I could ask that Dr. Jimmy Suttie to please present the applicants case.

0:14:24 Dr Jimmy Suttie
Thanks very much chair for this opportunity. Before I commence my presentation I would like to introduce the team from Ag Research who will be assisting me today.  They will not be making any presentation but they will be available to ask to answer specialist questions.  I have immediately on my left Mr Scott Mataga who will be our legal counsel, next to him is Goetz Laible who is the scientist who is in charge of this program next to him we have Tim Hale, who’s the manager of the containment facility and who’ll answer any question around the regulatory framework and immediately behind him Vish Vishwanath who’s the section manager for the relevant reproductive technologies team who will also be in a position to ask technical ...er... answer technical questions.

0:15:18  The content of the presentation today is we will discuss first the role of transgenic work in Ag Research science, then we’ll give a little bit of an overview for transgenics, talk about exactly the Ag Research transgenic program, i’ll then go through our application and pick out the main key points I will cover off risk assessment and management, Maori consultation, benefits and finally, compliance, i’ll then be in a position to request any questions, points of clarification that may come through [long pause]

0:16:09  Ag Research Limited carries out research on farm animals, forage plants and the farm systems in which these animals and plants are utilised in New Zealand.  Our major mandate is to develop new techniques and technologies that make these commercially available to famers predominantly through partner organisations other than ourselves. Ag Research is wholly Government owned we are a Crown Research Institute, we are the largest of the crown research institutes in New Zealand and we have over nine hundred staff in four sites throughout New Zealand.  Ag Research’s predominant responsibility is to seek and develop new technologies to maintain New Zealand’s competitive advantage for food production overseas.  To that end, Ag Research has developed an ambitious set of goals called The 2020 Strategy which basically sets out to benefit the future dairy, meat and textile industries of New Zealand, to ensure that we face bio-security risks and have what we describe as a pestilence free New Zealand and finally, we want to develop technologies that develop relationships between agriculture and its communities, in other words, the glue and the fabric that holds our rural communities together.  We believe that GM animals are a technology that creates new opportunities for New Zealand. Within the next 30 years there will be nine billion people on this planet. There will be limit of land mass, probably less than there is now and we believe that all technologies are required to actually feed that large number of people.  We believe that GM technology is one of the more promising technologies to improve produc - duc - to improve production and limit environmental damage and there are some very - some recent ..er... very prestigious work which actually explains that, however if we are to get the advantages of this and make sure that it’s actually safe for our environment, there needs to be considerable research and testing to make sure that robust and desirable principles and rob - ..er.. robust research is done to make these products safe for the world.  These new technologies need to be developed and taken up we believe, in New Zealand for New Zealand’s well being.  And finally Ag Research has a mandate to develop these new technologies of which we see transgenic as a part - transgenic animals as a part to provide benefit for New Zealand.  

0:19:06 Lets just talk a little bit about the science of transgenics.  Sometimes this is called Genetic Modification or Genetic Engineering, we tend to use the terms synonymously.  Basically, you can think of the genome as a book, perhaps an encyclopedia and what we’re basically doing is taking a small part of the information that’s in that encyclopedia and developing a protein associated with that.  In this particular case the encyclopedia is the human encyclopedia, the piece of information enables the ...er... encyclopedia, the information the encyclopedia to produce a protein, a human protein, and the fact is that if that mechanism that information is placed into an animal, a transgenic animal with that extra piece of DNA that information, that protein can be produced.  From that protein once we have put it into an animal, in this case a cow, in her milk she produces that protein.  In this particular case, that human protein.  And from that human protein in the milk we can extract a pharmaceutical and develop a drug to treat disease.  There are several such instances of technology such as this being successful throughout the world. For example, and the best example is ATryn ...er... a drug which influence blood clotting has been foun - ...er... produced in goats by GTC and this product has now got European and American regulatory approval.  This drug actually is in the market and is treating people now.  There is research going on elsewhere in the world on human growth hormone, anti-trypsin, malaria vaccine and various antibodies with anti-cancer activity.  So there’s a great deal of research and an actual product that’s out there right now as a bio-pharmaceutical from milk.  

0:21:28 Medical foods are also another opportunity, in pigs there’s the production of omega 3’s for heart disease, in goats human lysosome as an anti-microbial and of course, human lactoferrin as an anti-microbial anti-inflammatory.  In addition there are other application of genetic modification which are potentially of relevance in New Zealand in the future and these would include making cattle transgenic for treatments against mastitis, making cattle resistant to bovine spongiform encephalopathy and finally the enviro-pig.  A pig which basically excretes less phosphate in its faeces and therefore is making a movement towards environmental sustainability.  So there are many uses for transgenic technologies of benefit to people and also of benefit to the environment.

0:22:27  In terms of what we’ve been able to achieve over the 10 or so years that we have been working with transgenic animals at Ruakura we’ve been - ..ahem... basically have got a series of publications, ah the, the writing is probably too small to see, but we have had publications in ‘Nature’, the world’s most - ah, probably one of the worlds most prestigious journals and a whole series of other major papers that have been produced, in other words that have been scientific achievements.  We’ve also done a great deal of work evaluating the technology, the safety of the technology and basically developing the proof of concept animals.  

0:23:07  Under these approvals that we have had since 10 year - ..er.. last 10 years in containment we’ve developed lines of animals that produce extra casein in their milk.  This was our first proof of concept and this was done at a time when we were basically looking at cattle proteins and trying to increase the amount of cattle protein in the milk, we were successful at that.  We then moved on to the human myelin basic protein and the photograph there is a group of cows which are transgenic for human myelin basic protein.  We’ve moved on with our collaborators farming in the Netherlands to produce a line of cattle which are transgenic for human lactoferrin and most recently we’ve been working with Human FSH, human follicle stimulating hormone and we now have cattle which are successfully transgenic for that human protein.  Basically, the ultimate goal of this research is to produce proteins in milk that can be used as health supplements to treat sick people.  Currently we have 101 transgenic cattle on the facility and safely monitoring has shown no problem.  Our current approvals end in March 2010 and May 2010 which of course has necessitated the need to obtain new approvals.

0:24:45  This animal here, this small calf here is born of a transgenic mother, the mother who is transgenic for casein and what this actually shows is that these animals which are transgenic breed normally, they produce calves and the calves which are produced are also transgenic for the gene that has been inserted into them.  In other words they have bred successfully and the gene as rep - has er... has er... continued.  

0:25:16  We have maintained a very good relationship with Maori throughout the time, the 10 years or so, that we’ve been working at Ruakura.  Tangata whenua for Ruakura the Ngati Wairere hapu through Wiremu Puke and Te Kotuku whenua and representatives of Tainui who of course are our landlords, Tainui Group Holdings, have all been involved with consultation processes frequently at Ruakura.  We comment to the them, we talk to them, and consult with them on the progress of our research, new proposals and any changes that are required in science around our GM application - our GM ...er... work.  If this application to ERMA is successful we will re-establish similar protocols with tangata whenua Ngati Wairere  and Waikato Tainui for any new approvals.. 

0:26:14 This is perhaps the most important slide that i will present because this actually presents in summary what the purpose of our work is and actually explains what’s going on.  the purpose of this application is to produce human therapeutic proteins.  We want to modify endogenous proteins for the study of gene function milk composition and disease resistance.  The Scope of the is application is research and development in containment, research and development in containment. Outdoor and indoor as a proof of concept with a list of organisms which is very straight forward, cattle, goats and sheep.  And you will be aware that our existing approvals are for cattle only therefore we have added goats and sheep to this particular application.  However, this application is essentially the same type of work as our previous approvals with the addition of goats and sheep.  

0:27:24  Indoor containment basically means that we start off in the laboratory initially with genetically modified cell lines, genetically modified embryos and the we test out these genetically modified embryos in mice to check that the - we actually have  gene construct that will work.  Once we’ve got something which works, we’re then positioned to work that up to taking it outdoors in our cattle sheep and goats and of course, currently cattle. So there’s a distinct flow to our research, from the laboratory, indoors, in containment to outdoors, in containment.  The genetic material that we’re going to be using and are  proposing to use are all commonly used, commercially available and with a history of safe use, again with emphasis in containment. The range of proteins and genes to be investigated is limited by the purpose of the application and also inclusions in the organism description.  Obviously, um we will not be using anything that could deleteriously effect human health and safety so none of the genes that we’ll be using will be developed for any known toxin for example.  Deterioration of the natural environment, contamination of  ecosystems, unanticipated effects and New Zealand’s reputation are all concerns of ours.  They have been assessed by Ag Research in our application.  They have been assessed by ERMA in the ENR report and basically we believe that they are negligible and are effectively managed through strict physical containment and associated controls that surround that. 

0:29:21 The MAF ERMA standard containment facilities are for micro-organisms and cell culture, vertebrate laboratory animals and for the field testing of farm animals.  We believe that our containment is effective.  This is er... just a quick illustration showing the gates and the security system around the Ruakura containment facility.  The double fencing with the electric fences at the top, electric fences around and the ability to actually exclude most wild animals that come through and where we can’t there are control procedures.  The specific fencing requirements 2 metres apart, 2 metres high, electrified, there’s a minimal number of entrances, a day book is kept so that any visitor whether they’re Ag Research or not is recorded on and off.  Records are kept carefully of individual animals and that there’s a very very close restriction on access to the site, basically you don’t get onto the site unless you have to ...er... a reason to be there.  And finally the Ministry of Agriculture and Forestry quarterly audits this facility.  In other words, makes sure that we are complying. More than 10 years have passed and there have been no problems and confirms the low risk level of this activity.

0:30:54  Animal Welfare.  Of course as everyone knows the use of animals in research, testing and teaching is regulated by the Animal Welfare Act. This activity requires approval by the Ruakura animal ethics committee.  Quarterly reporting of - to the committee, a large animal veterinarian has to be available at all times, people who are actually working with the animals have to be experienced with working with animals in an environment such as this and comprehensive care for high value animals seems to be, pretty well, axiomatic.  It’s worth pointing out at this stage that the Ruakura animal ethics committee is predominantly composed of non Ag Research staff, including people from the SPCA and the New Zealand Veterinary Association so in no way is this a rubber stamping authority this is an actual active management unit which has got the power to stop animal experiments if there were any concerns.

0:31:54 In terms of Maori consultation we had national consultation 2 years ago, almost exactly 2 years ago, with 10 regional huis for our generic applications which are currently under legal challenge.  Many issues were raised at these meetings with the national reference group but no new points were identified by them, to us that would be specific to this application.  We discussed this application with Wiremu Puke the mandated representative of Ngati Wairere, te kotuku Whenua and Waikato Tainui representatives specifically, or we discussed with them the type of activity that was the subject of previous consultations.  We have had ongoing meetings with Ngati Wairere and Waikato Tainui, have shared knowledge and information with them and it’s been a mutual education point.  They’ve talked to us about the Maori issues and we consider them, we talk to them about the scientific issues.  It is a reciprocal relationship.  Of course there are some opportunities under the Treaty of Waitangi for adverse effects on relationships with Maori, clearly there are physical effects and we believe that we address these physical effects through our containment controls and the contingency planning that goes on around the transgenic animals. Clearly also there are intangible effects such as tikanga and matarangi Maori and the ability of maori to perform the role as kaitiaki are less - these are less amenable to controls.  WE believe that by an open consultation discussing things with Ngati Wairere and with Tainui we can move forward and this can be achieved through the monitoring group as provided and suggested for in the ENR report.

0:33:53  In terms of the Ngati Kaihautu report, Ag Research accepts the conclusion in this report and as indicated in the application, consultation with Ngati Wairere and Tainui is planned to continue.  The National Maori Reference Group is related to the applications under legal challenge is on hold currently because of this.  Ag Research view this application as relevant to Ngati Wairere and Tainui and will continue ongoing consultation with them.  

0:34:27 In terms of the benefits of this application to New Zealand, we see that new scientific knowledge  and understanding is of clear benefit.  Developing and enhancing New Zealand’s scientific reputation is important, but moreover, providing the foundation for new business opportunities which must have strong basis of research and a strong basis of  development to support the future bio-technology applications is a key benefit of the research development and containment work that we propose. This also supports the Government’s goals for a biotech economy verified through research funding and investment from research partners.  We have been through the submitters concerns in some considerable detail. We have recorded these carefully and considered them.  Our analysis reveals that there’s a relatively small number of individual issues.  We also believe that there are no new issues that have been raised and evaluated when compared with previous approvals and previous applications.  And we believe that we have analysed and discussed the major issues.  Independently, of course, ERMA has discussed there in their ENR report and Ag REsearch and ERMA have both concluded, with their in-depth analysis, that the risks are minimal and are appropriately managed and this is consistent with previous approvals that our transgenic livestock research is an activity with minimal risk. So therefore, when it comes to considering ERMA’s ENR report, Ag Research fully accepts the conclusions in this report as a fair and accurate assessment of the activities proposed in this application and the potential effects and benefits.  Ag Research accepts the controls proposed by the agency as reasonable and effective in their application and as in the past Ag Research aims to actively cooperate with ERMA and MAF for maximum safety for all of our activities.

0:36:52 In conclusion, we have been modifying genomes for many centuries by conventional breeding, that’s what we do.  We find variation in the natural populations, we use that natural variation to select animals that are moving in the direction that we would like to move and we use selective breeding.  What we’ve got here is a genetically modified technology that does things a little bit differently but nonetheless heads in the same direction and is a technology that holds promise for mankind.  There are many benefits and while it’s been sensationalised despite 30 years of experience, no evidence that it is harmful.  The first drug for human use from transgenic goats ATryn as I referred to earlier, is now available and this helps people with problems relating to blood clotting.  Activities that we propose in this application will only take place in containment facilities with minimal risk.  Ag Research is the Government’s lead research organisation and we wish to continue to explore these opportunities for the benefit of New Zealand.  We are developing tools for the new zealand farmer’s toolbox here and at a stage further research is required to further develop these tools.  Thank you for your attention I’m very happy now to take any questions that the panel wishes to present to us.

0:38:34 Kieran Elbrough
Dr Suttie one of your first slides you talked about the justification for genetic modification technology coming through production for food for the rest of the world.  In this application is there any production aspects?

0:38:49 Dr Suttie
There is no production aspect in this application at all.  We have no intention of any food entering the food chain from our research we are specifically precluding that opportunity by working in containment.  We see that in many many years to come there could be an opportunity for this research but I can formally confirm that this is no part of this application 

0:39:18 Kieran Elbrough
Thank you.

0:39:23 Dr Henare
I have two questions if I may Mr Chairman.  First of all you refer to the - that there are several instances of drugs resulting from this kind of work on the market internationally, presumably that means experimental work of the kind you are proposing has been carried out, is being carried out in other countries. Could you tell us which other countries please?

0:39:51 Dr Suttie
ATryn was originally produced, which is the drug which actually is on the market was worked on in Nth America and in Europe.  Growth Hormone and Insulin currently is taking place in Argentina.  Other research is currently going on with our colleagues in the Netherlands and in United States of America at this time.

0:40:13 Dr Henare 
Thank you.  You have reminded us this morning and it’s in the application that the scope of the activities is limited to undertaking research and development activities to completion of proof of concept.

0:40:27 Dr Suttie

Correct

0:40:28 Dr Henare
How long do you think that might take?

0:40:30 Dr Suttie
I think that depends on how many products that actually emanate from the research.  I would have thought that per product it might be the order of 5 to 10 years which is a number I’ve given before and is quite consistent.  But I would’ve thought that over the course of the research we will be developing new opportunities that would also have that same time frame therefore if, for example, we continued and after 9 years found some other application we would want to carry that on and continue to do research in that area.  Hence because this is a research application and by it’s very nature research is potentially a long term opportunity then per product it might have a certain amount of time but that would be additive going forward.

0:41:23 Dr Henare

Thank you.

0:41:26 Panel Speaker 1
Just on that question of proof of concept, I assume that for each of the proposed animals, the goats, sheep and cattle, there’d be different timeframes there for reaching a proof of concept.

0:41:39 Dr Suttie 

Probably not actually because the actual research required to determine the proof of concept for a product, because we’re actually wanting proteins to be expressed in the milk, um would be probably pretty similar for each individual of the 3 species.

0:41:55 Panel speaker 1
Ok so we wouldn’t be, you wouldn’t be looking at sort of cows have x number of years and goats....

0:42:02 Dr Suttie
No um, i think the concept really is if you can produce the amount of a therapeutic protein in a smaller animal that’s got less of an environmental footprint it’s easier to farm then you’re likelier to do that, ATryn has been produced in goats at this particular time and i think we’re looking for being sure that we’ve covered off on all possible opportunities than saying you would do any work serially.

0:42:29 Panel Speaker 1
Yep, thank you.

0:42:31 Keiran Elbrough 
JImmy in your previous application of previous work that you’ve been doing, how long did it take for proof of concept there? 

0:42:38 Dr Suttie
I’ll refer that question to Dr Laible

0:42:43 Dr Laible

Can you please repeat your question?

0:42:45 Kieran Elbrough
In your current [whispering/pause, while mic repositioned? cough] Excuse me.  In your current research with transgenic cows in containment, how long did it take before you got proof of concept?

0:42:59 Dr Laible
well that’s a very good question, but I think from a scientific point of view it’s very different from a commercial point of view because whatever we are finding with one experiment put us up so many  more questions which we are interesting to answering so it has not a finitive end as a scientific project which might be different to a commercial one and from that rate and because the focus is on a scientific project there’s many more questions that we want to answer over time and this has happened with our current lines that there’s very ah, very more interesting points that come up by these animals that we want to follow up.

0:43:43 Kieran Elbrough
So if I can just rephrase the question then, lets take for example the casein transgenic cow.  How long did it take before you knew that you could over express casein in that cow’s milk.

0:43:56 Dr Laible
Ah that was about in the order of 5 years time.

0:44:00  Kieran Elbrough
Thank you.

0:44:04  Dr Max Suckling
I have several of questions.  I’m wondering whether the proteins that are expressed are actually fully identical to human proteins or is their configuration somewhat different or does that vary?

0:44:16 Dr Suttie
Um [long pause] I could answer that question a number of different ways. Obviously we - the reason that we’re working in cattle rather than in a cell culture system is that we’re wanting to ensure that the protein that’s produced is authentic as possible ah, obviously from the point of view of the amino acids but quite clearly glycosylation, phosphoralation has to be as close as possible to the normal human protein but of course if one takes human myelin basic protein as an example, human myelin basic in our bodies is produced in a number of isophorms and in fact it’s the relatively of theses isophorms that determines the actual activity of that particular protein in humans and the research that we’re finding with the myelin basic protein in the cattle that indeed the secretia apparatus in the animal actually does produce the human protein in the bands in the isophorms that would normally be expected in a human so both quantitatively and qualitatively using the animal in the case, the cow, secretia apparatus in the mammary gland of the cow is producing a human protein which is not only glycosylated, phosphorolated in the same way as the human protein but where there is a complex secretary system then it is authentically producing that.

0:45:51 Dr Max Suckling
So I guess following that through, you have three species here.  Do you get different results depending upon the host?

0:45:59 Dr Suttie
At this time Ag Research has got  on experience with producing these kinds of proteins in goats and sheep therefore i’m not in a position to give you a comparative result associated with that.

0:46:11 Dr Max Suckling
right so the purpose of having the additional species is really to explore what happens in the other situations because you don’t know at this stage

0:46:18 Dr Suttie
Yes correct.  As I answered Dr Henare, there may be applications where a goat is actually the optimal animal for production purposes for bio-technology purposes for farming purposes a smaller animal is actually required therefore if we’ve the opportunity to be working with the smaller animal that increases greatly the chances that we will get the required commercial product in the future from this research.

0:46:49 Dr Max Suckling
And you already have the others systems such including the mouse for example

0:46:50 Dr Suttie
Correct.

0:46:52 Dr Max Suckling
And so how similar is it when you go from one animal to another, from  mouse to cow or sheep?

0:46:59 Dr Suttie
I will refer that question to Dr Laible.

[Pause, mic adjustment]

0:47:07  Dr Laible

The technology should be fairly straight forward to transfer from a mouse to cattle as what we have done before and there should be a fairly small step to take that forward to goat and sheep.

0:47:21 Dr Max Suckling
Ok .  Thank you. Um....[pause] you’ve outlined that there’s been at least 10 years of work in this area in New Zealand and perhaps more overseas but not much longer I imagine, in terms of these sorts of transformations and also I’m not aware of adverse effects that have happened in the environment but is that because of containment or is it because of the lack of ability to find effects or lack of effects themselves do you think.

0:47:55 Dr Suttie
We certainly in our monitoring for the potential threat of HGT Horizontal Gene Transfer have been unable to recover a construct, the construct that has been inserted into the cow gene, we’ve never recovered that from the soil organisms that have been tested. Um, I think that if one looks at the risk profile here in terms of the likelihood of genes moving as it were then um, there is no reason that i’m aware where a gene that’s been inserted into an animal using a transfer technique is any more or less likely to transfer than an animals own gene therefore i’ll come to straight to your third conclusion and say that I think this is negligible risk.

0:48:51 Dr Max Suckling
Ok.  Thank you.  I’m also interested in the animal welfare area and i guess i’m thinking here you do get some deformities and it seems to be at a slightly higher rate that in normal animals

0:49:09 Dr Suttie
the..[ahem]..we’ve reported on this openly and we’ve explained exactly what’s going on.  The fact is that the... the, the... we’re using a number of different technologies here, quite clearly we’re using a variety of transgenic technologies to insert the gene into the animals genome however once we’ve got the gene inserted we’re using a technique which is borrowed from the cloning area which is called Nuclear Transfer.  Nuclear transfer is known to cause a series of issues one of which is lower fertility and some errors in development which lead to, to use the word, deformities.  This is a function of the clone and the cloning system, not a function of the transgenic area. Once our animals have been born from the first generation then subsequent generations, second generation, third generation breed normally with no deformities and continue to express the gene.  Therefore we admit that there is an issue it’s not with the transgenic portion of our research it is with the technique which is used for cloning and the success rates of the cloned transgenics versus non cloned, the reproductive success is the same therefore we believe this to be a cloning issue.  Ag Research does not take that lightly and at this time we are moving into a new area of research based upon embryonic stem cells rather than the nuclear transfer in an attempt to alleviate that particular issue but it’s nothing to do with the transgenic area.

0:50:57 Dr Max Suckling
Right so it’s the method of cloning that you’re talking about there?

0:50:59 Dr Suttie
Correct

0:51:00 Dr Max Suckling
And I understand that. And you have an animal welfare committee that’s independent -

0:51:05 Dr Suttie
Yes

0:51:05 Dr Max Suckling 
- you’ve told us and I guess what i’m wondering is at what stage would they have concerns, in other words what frequency of deformities would they start to have concerns.

0:51:17 Dr Suttie
our animal ethics committee monitor this whole area of research very very carefully and it’s a fair point that the animal ethics committee, all animal ethics committees in Ag Research actually report to me.  Therefore, I get the raw reports from these people and I get their concerns.  Because the cloning success rate is no worse than the number of issues with cloning per se they’ve not come to me with specific effects.  Now remember, also, we’ve quoted 9%.  Now 9% is the most conservative number that we could have possibly have used.  9% is the number, is the ratio between the number of embryos implanted and the number of live births.  So the vast majority of that embryonic wastage is taking place in-utero.  It’s taking place with errors of development, errors of metabolism which are very very early on in development.  Now you must remember that also, errors of reproduction are quite high in many other species of animals including humans.  So the failure rate of human embryos due to natural reproduction can be as high as 40 or 50 percent.  So what we’re saying a very conservative number for 9%, yes it is higher I admit that, but it ah, you must put it in context that 100% does not happen, in any species, it’s always less than that because of these in-built errors of metabolism and development that are taking place.

0:53:00 Dr Max Suckling
Ok.  

[Pause, whispered voices]

0:53:12 Kieran Elbrough
In your presentation you’ve talked about the fact that only experienced personnel will be involved in handling the animals etc, part of the justification for the application is that you would like scientific knowledge and scientific development and that includes people. so if you’re just using experienced people how do you propose to enhance the development of the -

0:53:36 Dr Suttie
That’s a good question and i was actually referring to the, the staff who are actually handling the animals and actually working with them on the farm.  Quite clearly this program has had and will continue to have students and younger scientists who are coming through development techniques and technologies this time they will be working mainly in the laboratory and this specific slide was referring to people who are actually outside working with the animals on the farm.  And if you’d like further information on that i’d ask Mr Hale to, to answer that.

0:54:12 Kieran Elbrough
no that’s fine. Thank you.

0:54:16 Dr Manuka Henare
Um, I just want to get um, this is an opening session, but get a feel for the question that many submitters have, some, some, many submitters have raised. Why does this research have to be done out of New ZEaland, why can’t it be done somewhere else? Um, that’s the opening shot, but i’m... part of the discussion I’d like to just engage in a little bit, what has been... what’s the... can you give us an outline of the intimate relationship between New ZEaland scientists and our farms, farmers.  So first thing this is why NEw Zealand? Why do we do it? Why can’t we just let someone else do it and see what happens? And then, and then just touch on, the intimate relationship of New Zealand Scientists with the farming community.

0:55:14 Dr Suttie
Ag Research is a Government organisation as i’ve stressed and quite explicitly in our mandate from the Government we have been asked to develop new technologies, cutting edge technologies, bio-technology that is of benefit to New Zealand farms.  We believe that in Ag research it’s our job to push the boundaries and to develop opportunities which are for the future, in many cases for the distant future.  New Zealand has got a relatively small land mass. We’re very very high producers on that very very relatively small land mass and going forward there is a great deal of interest in actually trying to increase the value of the products that we produce on that land mass.  Ag Research believes that tools for the toolbox are required to ensure that we can continue to produce high quality , high value products from our land area and we believe that in the appropriate farming system genetically modified technologies may in the future, form a part of that generation of high value products.  That is the reason that we have been involved. Quite clearly work of this nature is discussed and debated with the Ag Research board. The Ag Research board has been behind this research going right back to the late 1990’s. successive chairmen, successive boards have supported the research and this is the reason we have continued to go forward with it.  Had we not had that level of support i’m quite sure that the research would have terminated some years ago.  

To answer the second part of your question, i think that its, its... we must look at the New Zealand farming scene right now in terms of large companies, smaller companies, opportunities for products, opportunities to continue to use high value bulk milk and it would be fair to say that the farming industries of NZ are very interested in our technologies.  We talk to them frequently we consider their responses we consider their replies and we take these into account when we are developing our research programs.  Had there been any pressure on us from any farming enterprise to cease the research and development we are doing we would have heeded that.  Therefore we have  continues with our research on that basis.

0:58:22 Dr Manuka Henare
And from your experience what’s the interest within the farming community in general about the um about the future of NZ based neu - pharmaceuticals, NZ based development of  neutraceuticals what’s your experience, Ag Research’s experience - 

0:58:42 Dr Suttie
We present this quite frequently to to members of the farming community.  Members of the farming community are always interested in what we are doing. There is a very strong feeling that the bulk milk supply for example will continue to be a major NZ force and we’ve made it clear, both earlier and in our application that we believe that only relatively small herds of transgenic animals will be required to actually produce large volumes of milk from which pharmaceuticals can be produced.  So there is no mandate to us and there’s no requirement i believe, that massive herds of transgenic cows for biarma - biopharmaceuticals industry will ever replace what’s going on currently on NZ farms.  If that may be the case in the future that’s fine but i’m not in a position to push that forward.  So I come back to the notion we consult with industry, we talk to them and our mandate is to develop and research tools for the toolbox. 

0:59:53 Dr Manuka Henare
Thank you very much and now I’ve got another question again which i’m just drawing off some things that have been raised in some of the preliminary discussions.  The issue which some people see is the moral issue which is the insertion of a human gene in a cow or a goat or a, or a sheep.  Um, um.  I wonder if you um... how do you see that particular issue from your science point of view or anything like this.

1:00:25 Dr Suttie
Without wishing to be trite, I think it’s a moral issue the other way.  I think if we have got a technology in front of us that’s got the opportunity to benefit people and perhaps people  who cannot be benefited any other way then it’s very important for us to at least evaluate that technology.  Having said that, i’m not an insensible man and i certainly would understand why someone would have a view in that particular area if they didn’t fully understand aspects of the genetic code.  The fact that the genetic code is the same for all of us whether we’re a banana a fly or a human and i think NZ has to debate this particular issue and it’s not for me as a scientist to give a particular position so I’ll come back to my first point which is that I believe that we as scientists have got an opportunity to benefit people here and from my point of view, that is the predominant moral position.

1:01:36 Dr Manuka Henare
Ok.  Can I just um, ‘cause i’m an anthropologist and a historian and I teach at a business school so um, um, er.... but on the issue of the ah, what’s the difference between putting in an actual gene from a human into say another animal... what’s the difference between that and a copy of a human gene?

1:02:02 Dr Suttie
No difference at all.  So long as the copy of the human gene is absolutely authentic and contains all the information.  Now we’ll just take that one back a pace here and without wishing to complicate this, the gene that you have for Growth Hormone and the gene that I have for Growth Hormone are very very likely to be very very slightly different.  There’ll be polymorphisms which we sometimes call SNPs or Single Nucleotide Polymorphisms that will say that your gene is actually slightly different from my gene um and in fact any member, any person in this room will all be slightly different however, the important point is that the protein that is produced authentically works in your body and works in my body so when we start talking about genes and copies of genes um, i know where you’re coming from but from a scientist standpoint there’s an element of um, variation sitting around that, so i’ll come back to the... the... the substantive point which is a copy of a gene’s fine so long as it actually conveys all of the genetic information that’s required to authentically produce a protein which will work in, in people’s bodies.

1:03:19 Dr Manuka Henare
So you appreciate that in the mind of some... some people it’s sort of repugnant and has a kind of “ooooh”, you know putting a human inside a cow or a goat” and this is a genuine concern for a lot of kiwis

1:03:23 Dr Suttie
[starts to talk over top]  Yes... Yes....

1:03:30 Dr Suttie
Yes I do, i do realise that and I also realise that individuals have got feelings and concerns about ownership of DNA and who owns... do you own your own DNA?  Well of course you own your own DNZ. When you have a copy, who owns that?  Is it still yours?   Yes I’m fully aware of these um... these er... points as it were.  But again I come back to the point I raised earlier which is benefit to humanity and benefit to people from exploiting these technologies.

1:04:01 Dr Manuka Henare
Yes ok, well that’s fine and then can I just quickly move on to consultation of Maori, you’ve explained the relationship that’s been built up over time with Ngati Wairere and it’s representatives but now the extended interest in Tainui because of Tainui’s holdings, basically ownership of the land so... and you’ve explained that so that’s clear but one of the concerns or a concern of many Maori is what we’ve just been discussing about the human gene and that’s related to the notions of it’s the Mauri, the life force of the human coming across with the gene [Dr Suttie: Yes, correct] putting... put into the mixing up of life forces and that’s why you’d want to be talking with Maori [Dr Suttie: Yes] Has this been part of your [Dr Suttie: Yes it has] preoccupation [Dr Suttie: Yes it has] in terms of your relationship, it’s not just a functional thing of getting on with the locals and....

1:05:06 Dr Suttie
We refer to that in the slide where I discussed Maori consultation in the physical and the spiritual aspects of that.  Physical we can attend to through containment.  Spiritual, I can’t quickly see how we do that through containment or through controls and I firmly feel that that is part of the ongoing dialogue that Ag Research, the Applicant requires to have with Maori to be able to continue to explore this issue and hopefully come to some common ground where we understand each other better than what we do right now.

1:05:42 Dr Manuka Henare
Um... Ok, well i’ve got one other final question which i think you’ve touched on but i’ll just raise it.  What, from a scientists point of view, what um... what is the moral problem with transgenics?

1:05:57 Dr Suttie
From a scientists standpoint?

1:05:59 Dr Manuka Henare
Mmm. ‘Cause people saying it’s a moral problem, i’ve raised this earlier but it’s good to... sort of just... but from a scientist point of view is there a moral issue there?  I can see the scientific rationality but i’m just trying to explore a little bit more for later on in the hearings about issues of what is the moral problem, if there is one?

1:06:21 Dr Suttie
To be perfectly honest with you I do not see an insurmountable moral problem. 

1:06:27 Dr Manuka Henare
Ok

1:06:28 Dr Suttie
And the reason for that is that er... if feel that it’s important that we look at costs and benefits and that in my head the benefits to humanity in terms of using the technology are greater than if we don’t use it.   Therefore, I.. I have no issue but ah, you’re asking me, one man to discuss my positions on morals when in fact there’s nine hundred people in the company who’ve no doubt got separate and quite defensively separate moral positions and I would not wish to speak for them.

1:07:10 Dr Manuka Henare
Ok.  No thank you very much

1:07:11 Dr Suttie
Thanks Manuka

1:07:15 Kieran Elbrough
Jimmy, the program you’re talking about here is entirely focussed on science and science knowledge.  I’d just like to get an idea of the, the funding that perhaps you have available for lets say the next ten years.

1:07:33 Dr Suttie
Yup.

1:07:34 Kieran Elbrough
Um, I don’t need to know the levels but the ratio of perhaps government funding for science versus commercial?

1:07:39 Dr Suttie
Look i’ve got no problem. Um, we have got one and half million of foundation funding for a further five years, five and a half years from where we’re standing just now.  Um, one commercial company has come up with two hundred thousand US a year for the next, from memory, three years.  And we’ll continue to be developing these relationships with larger companies and in fact investors as they come along.  But these is distinctly underpinned but a substantial amount of Government investment from the foundation in our research.  And I’ll also make perfectly clear at this time, that the transgenic cattle program is an inextricable part of Ag Research’s 2020 Science Strategy going forward.  So  not only is it strategic for us, clearly the Government see it as important and have invested in it to that amount. 

1:08:37 Kieran Elbrough
Thank you.

1:08:42 Dr Max Suckling
Yes, I’m just looking at the sources of genetic material and it’s in appendix two in the application and it’s quite a long list of species and it’s quite diverse, it includes New Zealand native plants even for example it seems.  Am I correct about that?

1:08:58 Dr Suttie
No. There’s no New Zealand native plants.  No native fauna or flora is one of our exclusions.

1:09:06 Dr Max Suckling
That’s what I understood so i’m a little bit puzzled perhaps i’ve, i’ve misunderstood what i’ve got there in the material but it did look like there were a very long list of species so perhaps apart from the issue of New Zealand native species why do you need such a long list of donor species?

1:09:20 Dr Suttie
Vish, can you um, can you take that one please?

1:09:27  Vish Vishwanath
This list has been previously put forward to ERMA and ERMA has actually accepted this list as a, a standard list of constructs that can be used in the, in the research program so rather than, pre - you know, restate that we’ve just used that appendix and with exclusions to the extent that we’d only use the ones that are required in our research program and all these will be sort of within the exclusion of the organism as well.  So that’s why we’ve used that appendix.

1:09:56 Dr Max Suckling
Right, ok, thank you.

1:10:07 Kieran Elbrough
Ok Jimmy, um what i’d like to now please is perhaps open up the floor for one or two questions for clarification.  [long pause] For the purposes of recording can you state your name please?

1:10:30  Jon Carapiet

Kia Ora.  Jon Carapiet from GE Free New Zealand and Food and Environment.  Dr Suttie  you mentioned that the animal ethics teams report to you?  Could you just tell us a little bit more about that?

1:10:41 Dr Suttie
I have got perhaps... can you hear me perfectly?

1:10:44 Jon Carapiet
Sure.

1:10:45 Dr Suttie
I have got two roles within our company.  I am General Manager for Applied Bio-technologies, I have a mandated other role for General Manager in response - ah, responsible for company compliance - 

1:11:01Jon Carapiet
Sorry can you speak into the microphone so we can hear it

1:11:03 Claire Bleakley

Can you start again please?

1:11:05 Dr Suttie
Sure Claire.  I am the general manager in Ag Research responsible for applied bio-technologies, that is my core job.  I also have a responsibility mandated by the CEO, Andy West as General Manager for compliance in terms of animal welfare, ACVM, aspects of the HSNO Act which of course covers the GE work so I’ve got two responsibilities in Ag Research.  the way the structure actually works is that all animal ethics committees are actually mandated by the Ministry of Agriculture and Forestry.  Each of the ethics committees develops a charter, now of course we have got ethics committees in Ag Research at Ruakura, Invermay and Grasslands and we’re talking here specifically about the Ruakura animal ethics committee.  It develops a charter.  That charter is submitted to the Ministry of Agriculture and Forestry who then approve that charter and then there’s recommendations made to them on who should be appointed to that particular committee. So I have some responsibility over who chairs that committee.  I’ve responsibility to ensure that that committee works and operates under the terms and references of the Ministry of Agriculture and Forestry referenced terns and conditions.  I’ve got no ability to alter the NZVA representatives or the SPCA and I cannot alter any decision that is made by that committee.

1:12:50 Jon Carapiet
So you see no conflict of interest in your role -  and the other role 

1:12:51 Dr Suttie [interrupts/speaks over the top of]:  

I see absolutely no conflict, thank you for ...I appreciate you bringing that up Jon I see no conflict of interest in that at all.

1:12:59 Jon Carapiet
On the same subject, I mean MAF there was some recently some legal development around individual cruelty to animals etcetera and one of the things that came up was that MAF actually only have five welfare officers around the country now that may or may not be the case but is that - are  you aware that they have got sufficient officers around the country to manage the whole of the welfare concerns of the country?

1:13:23 Dr Suttie
Look I can’t actually comment on that and I don’t think it’s proper for me to comment on it.  The fact is that there are... we are inspected by MAF people on 4 times a year, quarterly.  I must point out to you there was one complaint that we received.  A MAF welfare officer contacted me, I put him in touch with Mr Hale who is the manager of the facility.  The welfare officer came, visited the farm, observed the animals, checked the records of the animal ethics committee and founds there were no issues.

1:14:04 Jon Carapiet
Great.  Um, there’s a global trend to reducing a replacing the use of animals in this kind of research and in fact all kinds of research and it’s actually included in the ethics framework that ERMA themselves run to.  Did you refer to the ethics framework in any way and did you think about the difference between using animals in the way your suggesting to make cheaper products which has a different set of ethical issues than making things that cannot be made in any other way.

1:14:36 Dr Suttie
We certainly aren’t interested in making cheaper products from anima - 

1:14:38 Jon Carapiet
You are

1:14:39 Dr Suttie
Are not interested. 

1:14:41 Jon Carapiet
Well it doesn’t say that in your application it quite explicitly says - 

1:14:43 Dr Suttie
We are not, we are not interested in it we are interested in value and in pharmaceutical products that are actually useful for humans

1:14:51 Jon Carapiet
So like lactoferrin? Lactoferrin for example?

1:14:54 Kieran Elbrough
Can we move on to the next question please?

1:14:56 Jon Carapiet
OK.  Um, finally you didn’t talk a lit - a lot about the companies that you’re getting the additional funding from so far.  Um, looking at their economic records or financial records they don’t seem terribly viable one’s lost about fifty million dollars the other’s lost about thirty million dollars in recent times and the PPL collapse did expose New Zealanders to costs that aren’t assessed in the review or in your documentation.  So could you comment on that because PPL collapsed, the company you’re now dealing with bought the IP and they look like they could also collapse financially.

1:15:30 Kieran Elbrough
What’s the question for clarification please.

1:15:32 Jon Carapiet
Well about the funding given that PPL did collapse and expose the public to costs they’re now dealing with other companies which look similarly likely to collapse and the issues around that in terms of how would the clean up be funded the deletion of the animals -

1:15:49 Kieran Elbrough
So you’re asking Jimmy to comment on a commercial company’s fit for purpose?

1:15:51 Jon Carapiet
Yeah I guess so yeah, are we going into deals like we did with PPL or using New Zealand like PPL did and exposing the country to costs that aren’t socialised when the deal’s with private companies that could go bankrupt.

1:16:10 Kieran Elbrough
So Jimmy the question’s really around do you feel the commercial companies you’re involved with have fit for purpose in terms of long term future for the program.

1:16:20 Dr Suttie
GTC is the company that has got ATryn in the market just now, they’ve got a successful record in terms of research, development and commercialisation.  That’s the reason we’re working with them. 

1:16:31 Kieran Elbrough
Thank you.

1:16:32 Jon Carapiet
And Farming MV as a company, it’s on the verge of bankruptcy

1:16:36 Kieran Elbrough
Is Farming involved?  I mean -

1:16:38 Jon Carapiet
Farming MV as a company

1:16:41 Kieran Elbrough
We’re not here to consider commercial companies I’m afraid so can we move on to the next question?

1:16:45 Jon Carapiet
Thank you.  We will move on to the next question.  I guess the reason is because the risks are socialised but the benefits are around privatised IP where the balance of risk and distribution of those costs is in your remit to consider

1:17:04 Claire Bleakley
Claire Bleakley, GE Free New Zealand.  Dr Suckling mentioned that there were, was it, something about containment of animals overseas, transgenic animals overseas.  Was the reason that there was no transgenic... material in the environment because of containment facilities or because the tools weren’t there to detect it.  Could you please tell me what animals are allowed outside in the kind of containment of 200 acres mixed with a variety of different transgenic animals in these countries and could you please point us to the raw data that we can have a look into how robust their facilities, containment and testing regimes are - these are overseas

1:18:05 Kieran Elbrough
Claire, with respect I think you’re question is targeted at facilities overseas which is not part of this hearing, is that correct?

1:18:14 Claire Bleakley
We do have to in the application, talk about international research that has been done that would reflect on how, maybe if there is - as we don’t know the organism, there is no organism, how this other overseas research would impact and we do need to know what organisms are being created overseas to find out what kind of dangers are being observed overseas so you as the authority does not fall into that trap and I think that this is a gap in the question that was answered by Dr Suckling it was not answered 

1:18:57 Kieran Elbrough
So the questions really is around - 

1:18:59 Claire Bleakley
The international obligations

1:19:00 Kieran Elbrough
Are you monitoring international research in this area and taking note of any issues

1:19:06 Claire Bleakley
No, no not is he monitoring, could he provide, he mentioned argentina and overseas.  Are these animals outside and could he provide the kind of annual report data that we’re getting here of those facilities to inform us

1:19:26 Kieran Elbrough
The reason for this hearing is to inform us, the committee around the - specific application

1:19:30 Claire Bleakley
I believe this is a thing that the committee should be very interested in as it is part of the obligation under your form 4.. form 3 details of animals going outside. 

1:19:47 KE
Ok Claire.  Is there another question for clarification

1:19:58 Wendy McGuinness

Thank you, I’m Wendy McGuinness

1:20:00 Kieran Elbrough
[Interrupts] Could you state your name please?

1:20:02 Wendy McGuinness
Yeah it’s Wendy McGuinness from Sustainable Future Institute.  Thank you very much for that presentation.  My point of interest is actually around the benefits and the contingent liabilities that you’ve identified.  In other words if this isn’t approved you have some sort of relationship with international companies that would mean that they lose money and that you may be liable, that’s my understanding.  And I just wanted you to firstly clarify that and secondly I note in the annual report that it actually notes the fact that the previous application's gone to the high court you’ve referred to the contingencies therefore around that and I was wanting to get some sort of feel of how much that was

1:20:51 KE
so you’re, sorry i’m not understanding the question very well -

1:20:54 WM
OK

1:20:55 KE
So you’re asking about liability?

1:20:58 WM
Yes For example, if this application is not approved what costs are liable to Ag Research from these international companies. 

1:21:11

Dr... Mr Mataga will answer that question.  Sorry Scott.

1:21:15 SM
The.. [pause for mic adjustment] The issue’s more one of an opportunity cost.  we won’t be able to proceed further with the contracts there’s no issue of liability to those companies in the sense of breach of contract or anything like that and simply we’ll lose the ability to proceed with the work.

1:21:37 KE
OK, I’d like to move on now please

1:21:38  Wendy McGuinness
[Starts speaking but too far from mic - inaudible for first part]... 

1:21:39 KE
No, I’d like to move on now please

1:21:41 WM
It is actually different from the letter from ERMA that actually says that there are contingent liabilities and I’d like to quote, I think it’s an important point.

1:21:50 KE
Go ahead, quote it.

1:21:51 WM
Thank you. It says here in a letter from ERMA to Tom Benion that Ag Research which are contingent on obtaining new approvals under the HSNO act.  Ag Research customers may cancel the contracts if there are further indefinite delays in the application process, ERMA then goes on and says that Ag Research may suffer significant financial loss as a result of such a postponement due to breaching contractual obligations or it’s inability to complete contractual obligations.

1:22:21

That’s - 

1:22:22 KE
Thank you.  We’ll consider that. 

1:22:26 Vish Vishwanath
Do you need me to answer that question?

1:22:28 KE
If you would like to.

1:22:29 Vish Vishwanath
These are purely related to the forced contracts.  So we have a contractual arrangement with the foundation and we have milestones to meet in some.  So this is purely related to the foundation contracts that we have.

1:22:44 KE
Okay I’d like to ask Seumas McCroskry... McCroskery to please introduce the ERMA New Zealand agency staff and present the evaluation and review report please.

long pause - mic adjustment

1:23:12

[Whispering off mic]

1:23:25 KE
Seumas could you introduce the team?

1:23:33 Seumas McCroskery

Good Morning.  First of all I’ll introduce myself. I’m Seumas McCroskery.  I’m the project leader.  Also here is Frances who’s an advisor that’s on the team and Linda Faulkner who is the General Manager of the Maori unit.  Asela Atapattu is also here as well.  Good morning Mr Chair and members of the committee, ladies and gentlemen.  I am... i’m the... i’m the project leader of the team that worked on the evaluation and report, to which I’ll now refer to as the E & R report, of the Ag Research’s application 200223 and i would like to speak briefly on the process and the methodology of putting together this E & R report.

1:24:28

This application, from Ag Research Limited is to develop in indoor and outdoor containment, genetically modified organisms under section 41b of the Hazardous Substances and New Organisms Act.  It is not an application for release.  the application was formally received on the 5th of November 2009.  The application was then publicly notified and was open for public submissions for 30 working days.  during this period we received fifteen hundred and fourty five submissions and since then the project team has confirmed that 38 submissions will be presented at this hearing, over the next two days.  Some of who will be by teleconference and a copy of all submissions is available for reference.  

1:25:23

The E & R Report was made publicly available on the ERMA New Zealand website and the E & R Report was sent to the committee, the applicant and those speakers... those submitters who will be speaking her today er... the next two days.  Now the E & R report was also sent to others that have requested it.  The purpose of the E & R report is to assist the committee’s decision by making a consolidation of all information in a form and sequence that is consistent with the decision making requirements of the HSNO Act and the methodology.  The E & R was written by the project team by drawing on the information provided by the application and the submitters and the project team also independently sought information.  It is only a source of information for the decision making committee of the authority and is not, the E & R is not a decision.  Just to touch again on the application itself.  Ag Research proposes to genetically modify Ecoli, [mainly in?] cell cultures, mice goats, sheep and cattle in containment.  The research focuses on producing human therapeutics in milk and the study of gene function in milk composition and in disease resistance.   The applicant proposes to develop in contain... sorry, development work will only be in approved containment facilities at the Ag Research Ruakura research centre in Hamilton.

1:27:17

In our review we have suggested 11 controls.  In which we propose, which we propose as a project team will mitigate any potential risks that are resultant of research that is within this application.  It is important to note that all development involving genetically modified organisms will be contained in facilities that conform to the relevant MAF/ERMA New ZEaland standards.  These standards have been approved by the section 11FC of the HSNO Act.  In conjunction these standards, MAF/ERMA standards should also be read with a joint Australia/New Zealand standard safety in laboratories that sets out the requirements, the responsibilities and general guidelines to the... relating the safety of containment facilities.  Each of these standards are a comprehensive set of controls that state the minimum specifications for things such as inspections, site, building and fencing requirements, security, storage, treatment, training and waste disposal.  These are designed to contain new organisms and these include genetically modified organisms.  

[Pause, pages turn]

1:28:38

In the E & R Report the project team assessed the probability that an organism could escape from this containment, the probability that if an organism does escape it can form a self sustaining population. We also assessed that the effects either adverse or beneficial to the environment, human health and safety, Maori and the principles of the Treaty of Waitangi, market economy and society and community.  so in conclusion the project team assessment is that with suggested controls all risks are managed and on behalf of the project team i would like to present you now with the E & R report. 

1:29:37 KE
Ok, open the floor now for points of clarification.

1:29:47 JC
Thank you.  Jon Carapiet for New Zealand Food and Environment.  What is the organism or can you name an organism that’s being asked to be approved in this application.  

1:30:01 SM
In this application there are multiple organisms that can... that are being asked for.

1:30:08 [background voice]

Ecoli being one.

1:30:09 SM
Ecoli.  Is one, a goat, a sheep, a cattle

1:30:18 [unknown voice off mic]

Those are existing organisms not genetically modified organisms.

1:30:23 SM
That is correct

1:30:23 JC
So could you name one, genetically modified organism

1:30:26  SM
Oh, I see

1:30:27 JC

Those are existing organisms.  

1:30:28 SM

Yes

1:30:29 JC

We understand the host, i mean you’ve very clearly identified the host species 

1:30:33 SM
Yes

1:30:34 JC
- the extensive list that the committee’s already referred to of the potential elements to go into them, but where is an organism or the organism that the committee’s being asked to consider for approval?

[long pause, pages turning]

1:30:51 SM
That’s a very good question.... um..... the....[long pause]. I understand what, I understand what you’re trying to s... you’re trying to get the question, what you’re trying to get at.

1:31:04  JC
Clarification

1:31:05 SM
well, clarification, that’s right

1:31:06 JC
Under the law

1:31:08 SM
And within the, the application itself it does state that which hosts are going to be used, it’s going, it does state wh... er...  how they are going to, to modify them and it does state what proteins that they will be wanting to use to actually form this final genet - this final genetic modified organism

1:31:31  JC
So can you give me an example of one organism that completes that flow of data to any description of any description of an organism that’s being proposed because at the moment you’ve given me lots of options of what go together but no actual organism with any intent or purpose or certainly no identification.

1:31:49 KE
The, the program itself is as I understand, designed to produce a genetically modified organism

1:31:57 JC
And what I wanted to find out is what is that organism? Or what example, give me an example of an organism.  A named, identifiable, GM organism, because the law does actually say that you should apply for an organism.

1:32:11 KE
And Seumas has quoted the organisms that will be genetically modified

1:32:16 JC
Yes those are the host organisms but there’s no actual definition of the actual organism, the output of this research so it’s very difficult for anyone to comment on anything about that organism because it’s not named or identified.

1:32:29 KE
So the cow would be genetically modified

1:32:33 JC
In what way? With what

1:32:35 KE
In the way that’s outlined in the application

1:32:39 JC
Yeah exactly, it’s outlined and there’s a, there’s a... I think it’s very clear that there’s no organism being named here, that’s why i asked the question because it’s obviously a bit difficult for people to comment on an organism that isn’t actually identified, I will make one further point before I hand on because i’m sure other people have questions.  What was, how was the ERMA ethics framework used by the team in your review.

1:33:04SM
Um, that’s a very good question.  Um, can i pas that to....... Frances please?

1:33:15 Frances Ikin
So the ethics framework is used in the um assessment of effects and is a way when w’ere brainstorming all the possible effects that could come up it’s also used in terms of process and how we run hearings and deal with applicants and submitters assessing submissions, analysing submissions and so it kind of permeates through all the steps of the process

1:33:40 JC
so how did you specifically that in consideration of the ethical risks.... sorry, how did you specifically use the ethics framework in consideration of this application other than the general kind of ethos of ethics that pervades the organisation?

1:33:55

[long pause]  

1:34:00 FI
Um... so one of the examples is in the ethics framework one of the general principles is concern for animal welfare, that comes under the principle for concern for the environment and so we took that principle into account when we were assessing effects, one of the potential effects was animal welfare effects which we’ve heard talked about already today and we were able to consider that this could be dealt with adequately under the existing regulation of the animal welfare act 1989

1:34:29

[inaudible question, not close enough to mic regarding Suttie...]

1:34:34 FI
No, this actually is an independent system that is supervised by MAF, um, anyway so that’s an example of how animal welfare was taken into account.
1:34:44 KE
Jon thank you for your points, just to... to reiterate that this is advice to the authority and we’re actually - 

1:34:50 JC
No, thank you very much for that.  I guess one of the concerns is that it does appear that the ethics framework has not been used except in the most general sense because there’s no identification of an organism to weigh up the ethical issues around the potential profit, the cruelty issues around the animal, the potential benefits to the public or the sick and on a case by case basis without an organism it’s very difficult to do that, for the committee to understand this would be something that would be ethically generally acceptable under your framework and then something like making a cheaper product that could already be made in other ways may not be so acceptable to the committee and under the ethics framework and without that detail of an organism it’s very hard to tell the difference between what’s good and bad because you don’t actually know what they’re doing.

1:35:35 KE
Thank you for those points Jon.  We have time for one more question now.  Then we need to move on.

1:35:40

[whispered voices]

1:35:49 Dianna Tawharu
Hello, my name is Diana Tawharu i’m a naturopath, a herbalist, a Maori spiritual healer.  I’m just wondering, can you guarantee for example with genetically modifying an animal whether there would be any risks of something like a prion for example or the risk that viruses might be able to start crossing over species and things like this when you start modifying cells and things?

1:36:21 KE
Thank you for the question.  I totally understand your concern.  I don’t think Seumas is in the position to give any guarantees, um.. he’s involved in putting together the evaluation & Review report but I do accept that that’s of concern.

1:36:36 KE
Alright, i’d like to move on now please and call Glenice Paine to outline the advice from Nga Kaihautu please.  Welcome Glenice
1:36:52 Glenice Paine
Kia Ora Koutou.  My name is Glenice Paine.  I’m currently the tumuaki of Nga Kaihautu  Tikanga Taiao.  I have whakapapa to Te Atiawa and Ngai Tahu Iwi and my background is in the resource management and conservation fields.  The role of Nga Kaihautu is to provide advice and assistance from a Maori perspective to the Environmental and Risk Management Authority.  As part of that role Nga Kaihautu has considered this application and i”m presenting this report on Nga Kaihautu’s behalf.

1:37:31  As Nga Kaihautu understand it, this application is for approval to undertake all steps in the production of genetically modified goats, sheep and cattle and the use of any approval granted is restricted to Ag Research’s Ruakura campus in Hamilton.  Further the application is for research and development purposes and not for production. We also understand that no DNA from Maori people or native flora and fauna will be used in this application.  

1:38:11 I’ll now briefly outline the background material we’ve used in considering this application.  In 2008 Ag Research submitted 4 applications to ERMA which involved  extending their current research program involving transgenic animals and the production of bio-pharmaceuticals and other nutritional produces.  These applications were submitted to ERMA and now the subject of legal action.  prior to submitting these four applications to ERMA Ag Research conducted extensive national and local consultation with Iwi Maori.  The consultation process consisted of distributing information nationally and holding ten regional hui, along with the formation of a national Maori reference group to consider the four applications.  Now at this time Nga Kaihautu considered that as the effects of genetic modification on Maori cultural values are still be explored by iwi Maori Nga Kaihautu would take the opportunity to have the consultation process for the four applications evaluated and this we did.  With regard to the consultation process used here.  We understand no national Iwi Maori consultation has been conducted by the applicant.  We believe that the applicant infers that as the four previous applications and the current application are similarly aligned there was no need for pre application consultation with Maori.  However we do note that the applicant did consult with the local Iwi Ngati Wairere and Waikato Tainui when preparing this application.  Although Nga Kaihautu acknowledges the extensive pre-application consultation carried out by the applicants for the four applications mentioned earlier, Nga Kaihautu believes that the process could’ve been better and is in general agreement with the observations made in the jolly report and that is overall the process and intention of the application however the timing of the hui was problematic and not conducive to meaningful consultation by Maori.  With regard to the management of physical effects in this application Nga Kaihautu considers those matters surrounding the management of those effects appear to be robust.  With regard to relationships the applicant has a relationship with the local iwi Ngati Wairere, Waikato Tainui and furthering that relationship is a proposed control that would ensure the ongoing involvement of the local iwi by the applicant and also a separate proposed control that requires the applicant to report annually to ERMA on relationship development, management initiatives undertaken with local iwi and with activities undertaken with Maori more generally.  In summary, Nga Kaihautu was supplied with a draft evaluation and review report and various other supporting documents relating to the transgenic goats, sheep and cattle application.  We considered these documents and the process used in the preparation and submission of this application to ERMA.  We understand that this current application is similar to the four previous genetic modification applications submitted in 2008.  On this premise the applicant appears to believe it is reasonable to assume some of the same concerns would be common to both applications.  As a consequence, level 1 national consultation with Maori has not been undertaken for this application, but however, as we said previously we note it was undertaken with the local iwi.  Nga Kaihautu believes it is  not good practice to assume that only those issues raised in one set of circumstances are of consequence in another similar set of circumstances.  Although we don’t endorse the consultation process from one application being used to inform the decision making process in another application, Nga Kaihautu notes the good faith on which the applicant approached the consultation process for the four broad applications and Nga Kaihautu is also aware of the extent of the pre-application consultation carried out and despite the good intentions of the application shortcomings were identified in that process. So finally, Nga Kaihautu is continually looking for ways to improve the HSNO process for iwi Maori and for ERMA and with that in mind we have suggested that the applicant consider re-forming the National Maori Reference Group to further consider cultural issues pertaining to this current application.

Now Mr Chairman, if it’s alright I’d like to just address something that Dr Suttie talked about with the National Maori Reference Group?

1:43:39 Kieran Elbrough

Of course

1:43:40

Dr Suttie has informed us that the National Maori Reference Group is tied up in legal challenge so that is not something that we could use.  From Nga Kaihautu’s point of view, we view ourselves as being process guardians, we’re there to safeguard the integrity of the process so it’s not about speaking with those particular people in the Nationally - National Maori Reference Group it’s about making sure that nationally those other iwi maori have an opportunity to share information this is certainly not to impinge on the mana and kaitiakitanga of the local tangata whenua but in our experience we’ve found that after each consultation process that everyone learns a wee bit more, there’s more understanding.  So this consultation process started in December 2007 and we’ve all learned a lot I think since 2007 so what Nga Kaihautu is saying that the questions asked in 2007 might not necessarily be the same questions asked today.  Thank you for your attention.

1:44:03 Kieran Elbrough

Thank you very much Glenice.  Actually I have one question from the committee for Seumas. 

1:45:12  Dr M Henare

That’s right.  Thank you Glenice for ... for the E & R Team.  I notice that in the E & R Report, I think I notice that there’s no reference to duration.

1:45:26 SM

That’s right

1:45:27

And am i correct in that understand that there is no reference to duration and if so, what thinking and what discussion was there about possibly referring to duration

1:45:39

There was a s..., there was a part in the E & R that ...umm..., in the appendix when we discuss umm effects, ongoing effects and um that’s - we felt that that was contain... with the containment aspects of this application that, or the controls, that those aspects would not be accumulative and thus not needing a length duration so that was, that was where that um, so there was actually reference in the E & R in the supporting documents about that.  I’ll just pass this...

1:46:16

Can I just briefly add to that.  our view is that based on the risks and the containment measures proposed and the compliance system that is  proposed by MAF to be put in place there is no risk based reason to propose a duration but obviously it’s a weighing up of risks and benefits and if the benefits are not proceeding to outweigh the risks, even the limited risks then at that point clearly the application needs to, ah the approval needs to come to a halt.

1:46:51 DR. MH
Thank you

1:46:55 KE
Ok, what I’d like to do now please.  Sorry, we’re going to take a break now please for coffee.  We’re going to come back at 11 o’clock at which point we’ll have a discussion from Kate Litton from The Ministry of Agriculture and Forest Biosecurity New Zealand.  So if we can all come back in the room for 11 o’clock please that’d be great. Thank you very much.

Break

1:47:22 Kate Litton
[note: audio cuts in part way into her presentation] Um, and the Animal Welfare Act would also therefore cover cloned animals and so on.  Part 6 of the Act is the part of the Animal Welfare Act that relates to research testing and teaching and the current situation is that the production of genetically modified animals. or the cloning of animals, falls within the definition of research, testing and teaching and the definition of manipulation is the word  that’s used in the Animal Welfare Act therefore all research that involves the development of genetically modified organisms in New Zealand, animals, fits within that part of the Act and so is subject to this regulatory system which I’ll cover for you.  So there are 3 main players in the system in New Zealand, these are... actually I should’ve added a 4th one, these are the Ministry of Agriculture and Forestry, Animal Ethics committees which we’ve heard talked about already, The National Animal Ethics Advisory Committee which I’ll talk about and then the fourth one that I said I should’ve added a fourth is the Minister of Agriculture.  He has a, or she, has a particular role to play and I”ll point that out in a minute. So the way that our system works is we have codes of ethical conduct which are approved by the Director General of MAF on the advice of this National Animal Ethics Advisory Committee.  I should point out that we have explanatory material which we produce which I’m more than happy to forward copies of that material if you want it.  I didn’t bring any with me today because I didn’t want to table additional material but nevertheless it’s available on request.  So the DG approves these codes of ethical conduct on advice from NAEAC from that National Animal Ethics Advisory Committee and then Animal Ethics committees have to act according to those codes of ethical conduct.  So I just wanted to cover a -  i’ll be covering the monitoring of animal ethics committees as well but just while i’m talking about it at the moment i particularly wanted to point out that because in New Zealand we have a devolved system effectively for regulating the uses of - the use of animals in research, testing and teaching in that we don’t have an independent government inspectorate that goes around and regularly monitors each individual research project the animal ethics committee does that working under this government approved code of ethical conduct but it’s really important to recognise that within that the animal welfare act prescribes what these codes of ethical conduct must contain and it also prescribes the composition of the animal ethics committees.  We heard before some comment on the fact for instance that Dr Suttie has oversight of the animal ethics committee of the Ag Research, all of it’s animal ethics committees in fact that’s administrative oversight as he pointed out and that’s a common criticism with the animal ethics committees system that there is some scientist involvement and some institutional involvement in those committees but the way that the animal welfare act has gotten around that is by stipulating this membership of the committee and it says that one member must be the code holder or a representative of the organisation that is doing the research that holds that code of ethical conduct.  A senior member of that organisation, now they’re actually required so that they can explain the research and um the science behind the research and then also a veterinarian so that’s um, that person must not be associated in any way with that research, testing or teaching organisation, ah a member appointed by an approved organisation which in practice is now the SPCA is now the only approved organisation under the Animal Welfare Act, a person who is also appointed by the Territorial authority or the regional council and so they act as the third lay member or the third if you like non-institutional or non-technical member of that animal ethics committee and so that’s the, that’s the composition of the animal ethics committee and that was carefully devised to ensure that there is lay member involvement and the Animal Ethics committee like I said, the animal welfare act describes exactly what Animal Ethics committees must pay heed to when they do their, do their work but it’s important to note it’s not an animal use committee it’s an animal ethics committee so they also have some function relating to whether it’s ethical to use animals in a particular context or not although it’s not at such a high level as the role that ERMA plays in that regard when it comes to things like genetic modification for instance.  So that’s the composition of Animal Ethics Committees.  With regard to monitoring there are several ways this happens there’s a route for complaints, a system for complaints to be investigated and then there’s also routine monitoring.  Routine monitoring happens by an independent auditor who is also approved by the ministry of Agriculture and Forestry, they’re often completely independent but they may also be an employee of the Ministry of Agriculture and Forestry. Um, I think we have just taken on board our first person who’s an employee of MAF as opposed to someone who’s completely independent um and those reviews need to occur at least once very five years and within the first 2 years of any code being established the, that animal ethics committee is reviewed also and then they’re also reviewed again up to three years later if they’ve had a five year approval then every five years after that.  The monitoring is meant to happen on a day to day basis through the animal ethics committee itself.  The animal ethics committee is expected to do routine monitoring so that’s expected or anticipated by the researchers but also unexpected visits by the ah, by the members of the animal ethics committee.  On top of that there’s a legal requirement for all code holders, so  all organisations that have a code of ethical conduct, to submit statistics on their use of animals that have been manipulated, that have been used in this research project and then it also, the minister of agriculture which is why I said I should add the fourth, a fourth ah if you like, entity that’s involved in the system, The Minister of Agriculture can step in at any stage and basically pull the approval of that code of ethical conduct or yeah, by means of instituting a review of requesting a review of that animal ethics committee. 

There are routes for complaint, like i mentioned.  Those would be any animal ethics committee member can themselves choose to investigate any research at any time, research, testing or teaching.  Also people within the organisation, in practice we find that animal care staff are often people who might become concerned about something that’s happening and they can either go to the animal ethics committee or alternatively we also get them contacting us and we provide them with advice as to what they can do about that, about their concerns.  And the other route for complaint would be bringing in a MA -  instituting a MAF investigation.  MAF does indeed have five full time animal welfare inspectors. These, they are all men, so these guys are all separate normally from anything to do with RTT, research, testing and teaching sorry, because of our devolved system but in the event of a significant animal welfare complaint they’ll be bought in to investigate.  On top of those five investigators, just because the question was raised i’ll just make the point now, we also have part time investigators and then every SPCA inspector is brought in as a, an inspector under the animal welfare act it’s unique in New Zealand legislation and indeed I think, i don’t think it happens anywhere else around the world that an NGO has inspectors who are, have the same legal powers of entry and so on as do the government inspectors so that’s really significant for us and obviously ‘cause the SPCA are involved in the animal ethics committees there’s a really good relationship there between their policies and their investigative powers and their position on the animal ethics committees and they have ways of managing that.  So those would be the main routes of complaint.  I said that I’d mention about the National Animal Ethics Advisory Committee.  This is actually an independent advisory committee that exists -

1:56:42 KE
five more minutes, five more minutes Kate
1:56:43 KL
Yeah sure.  - that exists to provide advice to the Minister of Agriculture on the use of animals in research, testing and teaching so they’re completely independent and again, their members must be a chairperson who’s... they’re all appointed by the Minister, they’re nominated by various organisations but it’s important to recognise that they act in their own individual capacity so they’re not acting as a representative of the nominating organisation.  We only ask for nominations because it’s a handy way of ensuring that we capture all of the expertise that’s required.  Covers just loosely veterinary science, medical science, biological science, commercial use of animals in RTT, ethical standards and conduct, education, science, expertise, environmental and conservation management, animal welfare advocacy which again is in practice the SPCA or some other animal welfare   NGO’s and then we, we have a lay person in there as well so they have a broad base and you’ll recall that I said that NAEAC um provides advice on whether the codes of ethical conduct should be approved which they then go to the DG to be approved.  Like I said, if it would assist we do have a publication that’s a guide to the act if, if you wish to receive a copy.  In summary I just wanted to say that genetic, the process for developing genetically modified animals in New Zealand is considered a manipulation and so it does fall within this regulatory system that I’ve mentioned.  Um and that the, that whole process is managed by the animal ethics committee, not by direct government intervention but significantly it has that independent advisory committee oversight and it also has the Ministry of Agriculture and Forestry oversight so those would be the main points that i’d want to make.

1:58:38 KE
Thank you. That’s very clear.  I think we have time for one quick question if anybody would like clarification.

1:58:45 MS?
you’ve said that the, that it’s possible for members of these committees to do an independent investigation.  Does that ever happen? 

1:58:57 KL
Ah, so the individual members of the committee can, they can make their concern known about something that’s happening so if they have a concern with, with some research that’s being proposed or some research that’s being undertaken um, they can and I understand that they do make their concerns known.  Often they’ll do it through their representative or, or um, they’re not nominated but through they’re representative organisation.  So the SPCA for instance who are often the ones that will raise a concern they have a national inspectors advisory committee, um, ah no sorry yeah, anyway, they have an advisory committee themselves that exists to support the inspectors that are involved in the animal ethics committees and so they’ll go seek advice from them and then we’ll normally end up being involved in some way and that, and equally it could just be a lay member who makes their concern known to the Chair or to the code holder in the organisation or they come direct to MAF as well.  So yeah, it can and it does happen and like I say the animal care staff in my experience have been the ones who tend to come forward you know, they have day to day, they tend to develop the close relationships with the animals and so on so, yeah...

2:00:16 KE
Thank you.  One from the floor.  Jon?

2:00:21 JC
Thank you Chair.  Can you hear me?

2:00:24 KE
Yes
2:00:25 JC
You mentioned that this falls under research, tertiary, teaching, manipulation.  Where would it fall if it was actually about production, export of either material for commercial production overseas, so where’s the line cross and what would be in new rules if it is actually commercial export or usage?

2:00:46 KE
So if we can limit the questions to the actual hearing which isn’t about that, that then that would be useful thank you.

2:00:54

With due respect, there is commercial imperatives being talked about right from the start of the hearing so i’m trying to understand at what point does it not become research but is actually what are the rules from MAF around actual commercial [interrupted by KE]

2:01:07 KE
Yeah i’m happy for you to take that up privately after the hearing thank you.

2:01:11 JC
Thank you.
2:01:13 KE
Ok, if we can move on now please.  So if I can call Hinerangi Kara.  Please.

[background noise/whispers waiting for next speaker]

2:01:40 KE
Hinerangi, welcome

2:01:41 Hinerangi Kara
Kia Ora.  

2:01:46 KE
So i’ll let you know when we’re 10 minutes in then we’ve got another 5 minutes for quick questions.

2:01:49 HK
Ok  Alright.  Thank you.  [long pause] Ok, i’ve, i’ve brought with me today, copies of our verbal submission which if you’d like me to hand to you now.

2:02:10 KE

If you can hand those over to Asela there that would be useful thank you.

[long pause, page turning, whispering]

2:02:35 HK
[clears throat]  Ok. this submission is on behalf of Ngati Koroki Kahukura Trust whose original written submission was provided by one of our trustees Tipene Wilson.  Unfortunately Tipene’s not able to attend today so he’s asked me to attend in his absence and he, he’s sought the leave of the decision making chair to - for me to be able to do so.  My name is Hinerangi Kara and I am of Ngati Koroki Kahukura descent and I am a trustee of the Ngati Koroki Kahukura Trust and I am currently employed as a Maori liaison librarian at the University of Waikato.  This submission has been prepared by Tipene Wilson and in his absence like I said before, I will speak to it.  Tipene asked me to note that he has read and supports the submission by Nga Kaihautu Tikanga Taiao. Ok.  Ko Maungatautari to matou maunga, ko Waikato to matou awa tupuna, ko Ngati Koroki Kahukura matou. Ko Maungatautari, ko Pohara o matou marae.  Our mountain is Maungatautari, our ancestral river is Waikato, we are Ngati Koroki Kahukura and our marae are Maungatautari and Pohara.  Ngati Koroki Kahukura is a Tainui tribe with connections to both Waikato and Raukawa.  The traditional rohe or the traditional region of Ngati Koroki Kahukura extends north to Horotiu Pa which is understood to have been in the region of Te Rapa in Hamilton then west to Puahue, east to Puketutu and south through Waipa, Huihuitaha, Waotu North, Waotu South, Matanuku, Maraetai and Wharepuhunga to Waipapa.  This area includes shared interests with other hapu and iwi particularly the further away one moves from Cambridge and Maungatautari area which is considered to be our heartland.  We have two contemporary marae.  Maungatautari marae at the northern base of the Maungatautari mountain and Pohara marae on the south eastern flank of the maunga, of the mountain.  Ngati Koroki Kahukura Trust is a common law trust established - thank you - on the 8th of March 2008 to amongst other things, manage prudently the affairs, business activities, assets and liabilities of the Ngati Koroki Kahukura Trust on  behalf of the Ngati Koroki Kahukura tribe.  The trust carries on the work that has been carried out on our behalf for the past 200 years through out marae.  Tainui Maori trust board, Raukawa Trust Board, Te Kauhanganui o Waikato Tainui.  Ngati Koroki have representation with Waikato Tainui Te Kauhanganui with our  marae Maungatautari and Pohara being two marae of the 68 marae of Tainui.  Outside of the aukati or confiscation line the interests of Ngati Koroki Kahukura are taken care of by our Trust.  Of the 1% of the land originally owned by Ngati Koroki Kahukura we still own approximately 300 hectares.  Approximately 200 hectares of this land has been specifically agricultural. ah is for specifically agricultural purposes wit the other 3rd being held as native forest and included in the Waik - in the  Maungatautari Ecological Island Trust project.  On Pohara farm which surrounds Pohara marae the land is owned by beneficiaries of Ngati Koroki Kahukura.  Over 1300 cows are milked on Pohara farm.  Ngati Koroki Kahukura has a history of farming and a commitment to the achieving the best economic outcome while continually improving the environmental outcomes of our taonga including our lands, waters and the flora and fauna that live in our rohe.  In this context Ngati Koroki Kahukura has been an avid supporter of co-management for our tupuna awa, the Waikato river.  Co-Management is a real opportunity to achieve the environmental outcomes for our tupuna awa and the life within it including the contributing tributaries and underground waters.  Consultation and engagement. Ngati Koroki Kahukura as individuals and as collective has been involved in consultation and engagement processes for a number of years.  we have ben involved in issues as diverse as local resource consent applications, regional council growth strategies, national policy statement and action plans.  The sustainable water program of action, climate change and the emissions trading scheme.  Tribal members have both participated in these processes and also acted as external independent facilitators for engagement and consultation processes.  Those involved with the facilitation have provided advice to a range of corporate and government agencies on best practice engagement and consultation.  Tribal members are and have been active participants in the ERMA Maori National network as attendees, presenters and facilitators.  The process that Ngati Koroki Kahukura follows for engagement and consultation is taken from the report of the Royal Commission on Genetic Modification pages 303 to 305 and I’ve provided copies.  This process is amended according to the particular issue that we may been considering.  We note 100% success rate in implementation of this process when all parties have a commitment to a successful process. The Royal Commission has... ahem...  The Royal Commission also noted this is a model of success for consultation.  The ERMA 200223 application.  With the above context we note a concern with the application that the applicant has not identified a specific need for consultation with Maori or stakeholders as the scope of the activities and the specific facility being used have been the subject of extensive consultation previously and regular monitoring meetings for the current approvals have not identified any new issues requiring specific mitigation.  We do not consider that it is the applicants prerogative to assume to know a Maori perspective on a particular application based on a consultation or another, albeit related, issue.  As noted in our written submission it is our view that the applications supposed costs and benefits to Maori and the Maori perspectives should be tested with at least a representative group.  Respectfully we ask that the hearing committee suspends a decision on the application until such time as the applicant has consulted and engaged with Maori on the application, ideally nationally but at least through reconvening the National Maori Representative Group.  Such consultation will ideally be independently facilitated.  The outcomes of the consultation and engagement can then inform the hearings, the Hearing Committee’s decision.  On behalf of Ngati Koroki Kahukura and our Trust we thank the Hearing Committee for your time today. Kia Ora.

2:10:43 KE

Kia Ora, well done.  Just a point of clarification  you gave some documentation to Asela.  We can’t accept new evidence at this stage.  I’m assuming it’s supportive evidence.

2:10:55 HK
It is

2:10:56 KE
Right.  Thank you.  So Asela will assess that and pass any, any supportive information to us.

2:11:02 HK
OK

2:11:03 KE

Thank you

2:11:03 background voice
[unsure of what’s asked as off mic]

2:11:13 KE
Ok, thank you very much.  Alright, any questions from the committee?

2:11:19 unknown
No I have no questions thank you

2:11:21 KE
None from me

2:11:23 unknown
[off mic] Um, just in - the main point of the any proposed suspension of the application. [On Mic]  The main point of suspending the application is so that as you say, you want to test out the proposition that there are costs and benefits to Maori thats... and because your view is there hasn’t been adequate consultation.

2:11:52 HK
yes, it’s more that it’s -

2:11:54 MH
We should taihoa on this, get that clarified and then.... ok.

2:12:01 HK
Yep, it’s more about testing the consultation process

2:12:05 Manuka Henare
Thank you.  Behind that, your request is this um, you see it as part of your kaitiaki function because you’re close to the Ruakura or...? have I got that?

2:12:20 HK
That and the fact that we are active farmers ourselves...[whispered voice interrupts “just behind you”] oh Kia Ora. Actually this is Willy Te Aho he’s the strategic advisor for the Ngati Koroki Kahukura Trust.

2:12:33 Willy Te Aho
she’s doing a great job but Manuka in terms of your question there are two issues there for us.  We don’t think this application should proceed any further because we don’t think that robust consultation has effectively been completed.  Yes, consultation was carried out in the initial stages and we support that consultation that was carried out.  The key issue of Ngati Koroki Kahukura is that there’s still another process to be completed and actually taking this information back to that national group at the very least.  So that’s your first issue.  The second issue that you’ve raised is that yes it is absolutely a part of our kaitiaki responsibility.  If you’re speaking about Ngati Wairere we acknowledge them as our relations, we acknowledge them as being the mana whenua of this area and we acknowledge that we take the lead from them in relation to this application but ultimately we are farmers and as you can see two thirds of our remaining lands are used for agricultural purposes and so we have a greater interest above those already mentioned in terms of our kaitiaki role and also we want to ensure that we’re acting in an environmentally and a culturally appropriate manner and at this time we don’t believe that’s been fully tested and that’s why our request is to actually address this issue.

2:13:52 Manuka Henare?
Kia ora Wiri.  Can I just check this out so i’m not second guessing you or anything.  You’re reserving judgment on the value of the research itself until later until you’ve had this consultation?  You don’t have an opinion or a firm opinion, whether your for the research or against it, just focussing on this prior requirement.

2:14:17 W Te Aho
Absolutely and that prior requirement, our people Ngati Koroki Kahukura through Stephen Wilson who’s unfortunately able to make it this morning, participated in the last National Hui and we made it clear that we take the lead from Ngati Wairere in relation to this issue firstly because it is their mana whenua and we acknowledge that.  Secondly, no we haven’t made judgement.  We are farmers and that’s why we want to say that we want to acknowledge that aspect.  But more importantly as you’ve seen what we’ve done with the river an co-management we want to ensure that our environmental and cultural imperatives are not lost in the developments that go forward. So yes we are reserving judgement.  No we are not against and we are not for.  We will take a lot of our lead with respect to this issue from Ngati Wairere.

2:15:04 MH

Thank you.  Can I just pick up a point that i thought you were touching on Hinerangi and that is you’ve got the awa Waikato but you also made mention to the streams that run under, under the whenua.  Is um, we haven’t seen anything which refers to any such streams that run under Ruakura.  I’m just trying to - anticipating I think we’re they’re heading for in this and so none of that’s been made available that might be useful just to check out so if there’s any run-off from what the cows do and what the animals do down... is that where you’re heading

2:15:43 W Te Aho
that is what we’re getting at.  We can look exclusively in our own area from Karapiro to Arapuni. We have the Hoiora right through to the Waititi we have ten streams so when we talk about the river we don’t talk about the river in terms of the main river we look at all of the total attachment and so in respect of Ruakura we are saying that any waters that flow in and about that area, that flow and make their way to the Waikato river, are a part of our concept of co-management and that’s why we’re saying that those issues need to be taken into account as well from a catchment, from a eco-system and for us from a cultural perspective as well.

2:16:20 MH
Thank you
2:16:22 KE
Thank you very much.  I believe we’ve got somebody on the phone from Australia fairly soon so we’ll need to move on but thank you.

2:16:29

[voice off mic - unable to hear what he’s saying clearly]

2:16:34 KE
Umm, I will take a question for clarification

2:16:38

[voice still off mic]

2:16:44 KE
The applicants have a right to respond at the end of the hearing to any issues 

2:16:48

[voice off mic]

2:16:49 KE
Yes

2:16:50

[voice off mic]

2:16:57 conversation between committee members
Well either way sometimes - normally they do it at the end.  Yeah, if we can do it at the end

2:17:07 

The only concerned i’m having with that is that the submitter that is actually here, won’t be there to respond to my response as it were

2:17:15 Committee
Quite correct.  It’s more for us I think.  Yep
2:17:16

I’m guided by you.......

2:17:20 KE
Right, ok.  Thank you.  Ok, then called for the next submission please from Jon Carapiet and Claire Bleakley.  [long pause, paper shuffling, whispered voices]  Welcome

2:17:50 Jon Carapiet
Thank you and kia ora everyone.  I just wanted to say thank you for allowing us to speak today and greetings to tangata whenua and thank them for their, the recent presentation to the committee now.  My name is Jon Carapiet, I’m the spokesperson for GE Free New Zealand in Food and Environment.

2:18:14 Claire Bleakley
Kia Ora.  Ko Claire Bleakley taku ingoa.

2:18:19 Susie Lees
Hello.  Susie Lees from GE Free New Zealand

2:18:24 JC
We also have Duncan Currie with us to compliment some other things we’ll be talking about in this presentation and on the line as you said Mr Chair is our expert witness.  As Hinerangi just asked for, a suspension of the process because consultation hasn’t been completed with Maori, along similar lines we did write to the ERMA when this application was being publicised as it were to say that just as previous submitters have mentioned these four previous applications that went to the High Court that were thrown out, we saw very similar flaws in this application. We pleaded with ERMA to consider waiting for the appeal in the High Court as due justice to that process.  Unfortunately that was turned down by ERMA not least because of the commercial interests and contracts of the applicant which i’m not sure is the most appropriate reason to ignore a High Court decision but we also support the thoughts that were just being given by Hinerangi.  We’ve heard from the E & R Report team that they are actually unable to name an organism that you are being asked to consider, a very good file of different things that could be made but no actual organism.  We’ve heard MAF say that you are responsible not them for the highest level for consideration of ethics not just the day to day stuff that might happen to the animals but at the end of the day I think it’s very hard for you to do that and it’s certainly hard for the public, as our expert witness would explain, to make comment when there is no organism and we believe this application is not compliant.

2:20:11 CB
Um, just... Hello, Claire Bleakley.  I have some material.  It is backing up, just showing us the correspondence that we have in trying to participate in a really consultative and positive way with this process.

2:20:29 KE
Supportive information?
2:20:31 CB
It is supportive information.  it is the letters we have sent to ERMA from personally, from GE Free New Zealand first, then through the lawyer and the replies and we would like to say that we were concerned that ERMA New Zealand did not have any information in addition to what was in the application and to this end we would like to introduce Dr Judith Anne Carman and she is a director of the Institute of Health and Environmental research.  This institute is a private institution for health and environmental research whose principal current focus is on genetically modified foods.  She graduated with a PhD in medicine in the field of metabolic regulation, nutritional biochemistry particularly in relationship to cancer.  In 1998 she obtained a masters of public health from the University of Sydney, specialising in epidemiology and bio-statistics.  She’s worked in a number of positions whose relevance is to this affidavit.  She’s taught at the Roseworthy Agricultural College now a part of the University of Adelaide and she’s worked at the CSIRO or the Commonwealth Scientific and Industrial Organisation which i think is almost like a sister organisation to Ag Research.  She has participated as a lead investigator investigating outbreaks of disease and in this position she was chief investigator to a multi institutional investigation on the rabbit calicivirus.  And Judy, are you on the phone?  

2:22:30 Judith Carman
Yes I am

2:22:32 CB
Yes, can I pass on to - can you take over from here please?

2:22:38 JC
Yes I can.  First of all I’d just like to check whether the sound quality is good enough on this line. Can everyone hear me?

2:22:45 KE
Dr Carman, this is Kieran Elbrough speaking, the Chair of this committee.  Yes we can hear you very well thank you.  Go ahead

2:22:53

Ok, thank you very much.  The other aspect to my background is that I used to be the senior epidemiologist in the communicable disease control branch of the South Australian Department of Human Services, now the South Australian Department of Health investigating outbreaks of disease for the South Australian Government and that was one of the reasons why I was brought into whether the rabbit calicivirus could infect people, that particular outbreak investigation, or to work out whether there was an outbreak of disease in people.  The other thing is that i’m actually undertaking research into whether GM foods are safe to eat or not. This research group is independent of GM companies and receives no funding from them and the research principally involves long term feeding studies that measure endpoints that are relevant to human health.  Such research is rare.   We have received funding from the Government of Western Australia to be able to do long-term feeding studies into the safety of GM crops.  In this affidavit i’m going to address some serious concerns I have about the applicant's application and the adequacy of ERMA's risk assessment.  And in particular, I wish to address the serious concerns that I have about Appendix II of the application.  As you would probably be aware, genetically modified organisms are usually made by making a “gene cassette” which you then insert into the recipient organism.  Now the gene cassette usually has a promoter sequence which tells the recipient animal to read the DNA from that point, a terminator sequence which tells the recipient animal to stop reading the DNA at that new point, and in between are sections of DNA, that actually code for certain things that the genetic engineers want the recipient animals to make.  Now these can include one or more “marker genes” that inform the genetic engineers that the recipient animal has actually taken-up and expressed the gene.  These marker genes often code for antibiotic resistance, thereby making the recipient organism resistant to one or more antibiotics.  In fact, the applicant has provided a list of tens of different antibiotics that the animal may be made resistant to.  Many of these antibiotics are used to treat serious diseases in animals and humans.  Their use in this way by the applicant is therefore of concern.  But then of course the other bits of DNA that get inserted are usually the bits of DNA that the applicant then wants the animal to turn, basically become a factory to make protein and I will get those, on to those in a minute.  

The applicant’s not provided any specific information about which one of many possible promoter sequences it will use, which one of many possible terminator sequences it will use, which of many possible marker genes it will use, whether they will actually make the animals resistant to antibiotics or not and if it’s going to make the animal resistant to antibiotics, which antibiotics, it hasn’t specified which other specific genes will be used.  Instead, the applicant has provided an enormous list of thousands of different organisms from which it may use millions of different DNA sequences and/or genes.  Indeed, the applicant has given a wish list of organisms or sections of DNA that includes hundreds of different strains of E. Coli bacteria, hundreds of different plasma vectors, hundreds of different animal species, tens of different invertebrate species, a species of frog, tens of different fish species, over a thousand different plant species, tens of fungi species, tens of bacteria species, tens of protozoa species, thousands of different viruses and hundreds of mammalian cell lines including human cell lines.  Given that several sequences/genes may be used together in the gene cassette, the applicant is in fact asking for approval to make any number of many millions of different gene cassettes and to insert them into recipient animals.  This means that the applicant is asking permission to make a subset of possibly millions of different genetically modified animals and I did a quick calculation which would be an underestimate of the number of different GM organisms that the applicant is actually asking to make and if they’re actually asking to make just one protein in these genetically modified animals there actually, you could end up with 5 million different GM gene cassettes and therefore 5 million with an “m” different types of GMO - GM organisms at the end of the process however if you’re wanting to put two different genes in there so that you’re actually going to make 2 different proteins at the end of the process then my calculation is that there could be at least 5 billion with a “b” that the applicant is asking to make.

2:28:19 Now, the applicant also does not describe the way or the order in which the DNA sequences or genes will be joined together and which insertion system will be used to incorporate the gene cassette into the DNA of the recipient.  Now these concerns lead naturally to the nature of the proteins that the genetically modified animals will be asked to produce.  Indeed, the aim of inserting genes into a recipient animal is to cause that animal to make certain protein(s) that the animal did not previously make.  However, if one doesn’t not know what genes have been inserted into an animal, one cannot possibly know what new proteins the animal will make.  Furthermore, while the applicant lists some proteins genes that it may want  expressed or down-regulated in the animal, it is important to understand that this list is not a list of individual proteins, but of families of different proteins.  Due to the lack of specificity of the applicant, there is no way that I, or I believe any scientist, could do a safety assessment on the resultant proteins. One cannot do a safety assessment on something that is unknown.  I would need to have information such as which specific genes and other sections of DNA are to be brought into the recipient organism, how they will be placed relative to each other, how they will be inserted into the recipient animal, which proteins are produced in the animal as a result, how those proteins differ in their final form from the native proteins that occur in the donor organisms, amongst other things.  In my view, the current application is rather like asking a mechanical engineer to do a safety assessment on an experimental car for which there are no proper blueprints even drawn up yet, and certainly no information about even basic things such as how big the engine will be it could be anything from a 1-cylinder Ducati motorbike engine to a 12-cylinder sports car engine for example. The configuration of the engine, the nature of the suspension, the type of brakes, the number of brakes, whether it is 2-wheel or 4-wheel drive, the nature of the air bags if any, the type of steering system, the interior lay-out, the size of the car body, the materials used in the car body plastic, and where and how they are placed in the car body, or anything else about the car that is relevant to how it performs and hence how safe it may be.  You simply can’t do it.  The engineer needs not only these sorts of details, but also how the various components would join together to work as a whole.  It is as if the car manufacturer has said to the engineer:  “We may use almost any engine on the market, almost any suspension system, almost any brake system, almost any air bag system, or none at all, almost any steering system, almost any interior layout, almost any car body and we may combine them in any way we chose.  We may combine a high-powered engine with poor brakes, or a steel steering wheel with a plastic car body. But we want you to do a safety assessment now on the car that may result.”  In my view, only a fool of an engineer would undertake such on a safety review of such a hypothetical vehicle.

The applicant has listed a large number of organisms from which it would like permission to remove DNA sequences or genes and insert them into recipient animals and this list raises many concerns.  The genomes of some of the organisms have not been fully mapped yet, so the applicant’s actually asking to place what could be as yet, undiscovered genetic sequences into recipient animals.  Furthermore, some of the organisms listed by the applicant are known to cause serious illnesses or pathologies in animals or people.  And some of them can kill.  These organisms include species of Bacillus, Salmonella, Campylobacter, Chlamydia, Listeria, Mycobacterium for example tuberculosis, Rickettsia, Staphylococcus, Streptococcus, Cryptosporidium, Giardia, Leshmania and Plasmodium etcetera.  For example malaria, Herpes, Ross River Virus, HIV virus, viruses that cause cancer for example cervical cancer and prions that cause spongiform encephalopathes that cause Mad Cow Disease.  Such is the concern about some of these organisms listed by the applicant, that governments have set-up surveillance systems to monitor the number of animals or people ill with them so that outbreaks can be investigated and contained.  Furthermore, some organisms listed by the applicant for possible use are likely to be prohibited from being imported into New Zealand under quarantine regulations due to the havoc they could cause.  For example, viruses listed by the applicant include those that attack plants important to New Zealand agriculture such as tomatoes, apples, lettuce and grapes, and viruses that attack animals important to New Zealand agriculture such as pigs, horses, cattle/cows and fish for example swine infertility and respiratory syndrome virus and Venezuelan equine encephalitis virus.  Regulators usually require applicants to provide information about safe use of genetically modified organisms.  Yet here, the applicant is asking permission to insert sections of DNA from organisms that have a long history of being unsafe or dangerous to plants, animals or humans.  

This would be rather like the mechanical engineer mentioned earlier being aware that some car components are inherently unsafe or dangerous and that therefore, any car with them may be unsafe or dangerous, yet being asked to review the safety of the experimental car without knowing if such components would be part of the car or not. Essentially, the applicant is asking for carte blanche to join a vast number of different DNA sequences known to man and some in fact that aren’t yet known in almost any combination and to insert them into animals to produce any number of inadequately specified proteins.  So in my view the application is seriously deficient.  Not only can I not make an assessment of the risks and the advantages based on the information provided, but I seriously doubt that any serious scientist could, either.  Members of the public would be even less capable of doing so.  Indeed, until there is much more specific information given, no scientist can sensibly comment on what precautions should be used in making these GM animals.  For example, what security level the laboratories making the GM cassettes and housing the GM animals should have, how securely the recipient animals should be housed, how animals' effluent and other waste should be treated, how their carcasses should be treated after death, how semen, eggs, embryos, foetuses should be treated, how likely the GM gene would transfer into other organisms in a process called horizontal gene transfer, how often the GM animals and the experimental site should be monitored, what should be monitored, what personal protective equipment or PTE handlers should wear, whether measures should be taken to prevent insects such as flies, mosquitoes, midges, cockroaches and animals such as rats and mice from entering the site, and how severe these restrictions should be, and the nature of any remediation once work concludes at that site.  So that relevant medical, scientific and public health advice cannot be given for these and other matters until the applicant provides much more detailed and specific plans.

It follows that I am also seriously concerned by ERMA's Evaluation and Review Report of this application. Because they have decided that “All risks are well known and characterised and able to be managed to an acceptable standard.”  and I regard that as wrong, but not only wrong, but dangerously wrong. And I’m also puzzled that, while the applicant has clearly stated that it wishes to use any of the organisms in Appendix II to obtain DNA from, the E&R report has somehow decided that this isn’t so.  Instead, the report appears to almost apologize for the number of organisms listed by the applicant, and decides that the applicant really wants only to genetically modify certain animals to obtain certain proteins in milk, and that this limits the number of organisms the applicant will actually use in that process.  Now if this is the case, why did the applicant put such an extensive list of organisms in Appendix II?  Why did they take the effort to type in so many different organisms and check the latin spelling of those things?  The report then appears to suggest that it will limit the number of organisms that the applicant will be allowed to mine for DNA by stating: “we have assessed on this basis and if approval is granted, this will be explicit referenced”.  Now to me as a scientist that makes no sense.  I mean what does it mean?  I showed it to my lawyer, um partner who also said “well, I don’t know what it means either.” It appears to mean nothing of any real substance.  In my view, the better course from a safety and risk assessment point of view would have been to give the application back to the applicant and invite it to reapply with a list of organisms the applicant was actually going to use instead of an extensive wish list.  I am concerned that the writers of the E & R report believe that, not only can they assess the risk of making these GM organisms, but that the risk is so minor that only a PC2 laboratory needs to be used.  Yet a number of the organisms listed by the applicant require PC3 laboratory facilities, perhaps even higher. Therefore sections of DNA from these organisms may also need PC3 or higher facilities.  Moreover, the writers have decided that the GM animals produced are of such low risk to health and the environment that they can be put into an open field even though this means that mosquitoes and midges can bite and remove GM DNA and protein from the blood of these animals, faeces containing GM DNA and protein can lie on the soil for flies to crawl through and carry off site, and GM DNA from faeces can be swept away after heavy rain or enter aquifers via soil. I mean there is a very long history of  faecal material being swept into streams and into aquifers from animals on fields.  A better option would be to insist on animals being held in a secure indoor facility where insects such as flies and mosquitoes cannot enter and all waste from the animals is destroyed before it leaves the indoor facility.

2:39:36 In conclusion, a valid risk assessment for a new GM organism can only be done if the applicant provides a clear and valid description of the specific GM organism(s) that will be made.  An evidence-based assessment can then be done by looking at the nature of the donor organisms that the DNA sections came from including the organism's ability to cause disease or death, the nature of the actual  DNA sections removed from those organisms, the promoter sequence, the terminator sequence, the marker genes etc that are also used, how these sections are placed relative to each other and how they are inserted into the recipient organism.   However, the applicant has not done this.  The applicant has not applied to make a distinct, identifiable GM organism upon which a risk assessment could be done. Instead, the applicant has, in black and white over hundreds of pages in Appendix II, clearly stated that it wishes to make any number of millions of possible, different GM organisms.  It has done this by applying to be able to remove unspecified sections of DNA many sections of which are unknown even to the applicant, from an enormous number of different organisms many of which are harmful to plants, animals or humans and which would be legally prohibited from entering New Zealand, and to attach these DNA sections to unspecified promoter sequences, terminator sequences, marker genes etc. in unspecified ways, in an unspecified order to make millions of different possible GM organisms.  The resulting risk to New Zealand plant, animal and/or human health cannot be assessed – it could range anywhere from exceptionally low to exceptionally high.  There is no way of reasonably or scientifically assessing where this application lies in that risk range, and therefore in my view, it would simply be negligent to purport to make a risk determination on this application. Thank you.

2:41:46 KE
Thank you very much Dr Carman.

2:42:00 CB

Could possibly Duncan Currie also make a presentation and then we can have questions for Dr Carman?

2:42:07KE
I think you have 5 minutes to make a presentation and questions. 

2:42:14 Duncan Currie
Does the committee have any questions of Dr Carman first before we do that?

2:42:16 KE
Um, not at this point. No.  Thank you.

2:42:21

Right, thank you Chair.

2:42:23

Here are some more submissions..... [fades off]

2:42:26

If you can pass them on to Asela please?

2:42:34 Duncan Currie
They’re essentially legal submissions in support of the submission you’ve just heard Mr Chair.  The application is lodged as we know pursuant to section 40 of HSNO and has to be determined according to part 2 of the Act and the relevant methodology.  We are disappointed that ERMA has accepted this application while the Court of Appeal is still considering the appeal from the High Court decision.  That decision is crucial to this decision subject to an further appeal to the Supreme Court if that should take place.  But in the mean time I must emphasise that the High Court decision is the law and it binds this committee.  So we will proceed on that basis.  So now the submission is insufficient information in the application to be able to make an assessment as you’ve heard from the witness.  Nor can we make an assessment of the all encompassing list of genetic elements listed by the applicant in appendix 2 as you’ve heard is an enormous library download of human, animal, disease vectors and E.Coli genetic stock strains, many of which are un-described and unknown and not one protein that the application has created is identified making it impossible to comment.  This is a development application Committee, not a field test it is to develop transgenic animals and does not meet the definition of a field test, this is acknowledged by the applicant.  It thus falls within section 42a of the Act.  That means that it is not one where the organism or heritable genetic material arising from it could be retrieved or destroyed at the end of the trial.  That is because the development of large animals such as sheep or cows requires containment of the cow or sheep outside a containment structure similar to the environment into which the organism’s likely to be released in other words it is not contained as a field trial.   There are other definitional problems and section 40 applies to genetically modified organism as defined in section 2 of the Act.  Clearly there must be an organism, or multiple organisms which is the subject of the application.  In simple terms, in our submission the genetically modified organism must be the calf, baby mouse, kid, goat, lamb, E.Coli or human cell into which any of the genes or any other genetic material have been modified through any number of replications.  Section 40 of HSNO requires a number of matters including identification of the organism, a description of the project and experimental procedures to be used, the details of the biological material to be used, the expression of foreign nucleic acid material and or the possible adverse effects of the organism and the environment.  All these matters, each one of them must be provided, in fact none of them have been fully provided.  Instead appendix 2 contains a list of, as we said, a huge list of proteins, class of vectors and so on.  The applicant wants to be able to produce almost any protein that it wants to using any method available to transform the goats, sheep, cows mice and E.Coli.  Almost any combination could be produced with these animals you’ve heard the witness say could be in the billions even.  Some of it may be infectious or deadly as she said.  We could not possibly know this in advance, nor could the applicant and nor could ERMA.  This is not a new issue.  The Hight Court in the GE Free case considered essentially one issue, whether the applications are valid or whether they are so broad and open ended as to mean ERMA is not in a position to properly assess the applications and therefore should not embark on the process.  The information that’s listed in section 40 which i’ve just outlined, is needed to enable ERMA to make a crucial assessment under section 45, 1a little 2 being whether the benefits of having the organism in containment outweigh the effects of the organism and any inseparable organism and to be satisfied whether the organism can be adequately contained. Since the application some animals have been omitted including a significant list of animals.  The Court’s observed that “by reference to the wide range of genetically modified organisms involved in the application it is difficult to see in the material provided how there has been any assessment of risk specifically associated with these organisms either as originally genetically modified at the time of their importation or as subsequently modified in the course of development work to which the applications relate.”

2:46:43 KE
Just one more minute Duncan.

2:46:44

Right, Well, I’ll be brief then.  And again, so our submission is very little scope for listed here and only a generic risk analysis can be carried out.  So in affect Chair, there is no effective public participation with sufficient particularity as the Chair listed and the same applies to the number of animals. This deficiency also extends to controls as you can see in my written submissions.  So in our submission Ag Research is trying to list a significant number of GMO’s it wants to create without listing what they are and wants to surrender a significant portion of its decision making power to which Ag Research is trying to circumvent the statutory process by failing to list the GMO’s as is required.  It is therefore invalid, should never have been notified and ERMA should take no further steps in this hearing at least until the Court of Appeal decision is rendered and this submission is made without prejudice to any other substantive points made in the Green Peace submission but due to the jurisdictional deficiencies noted above these points need not be considered further since ERMA should terminate this hearing and take no further steps in this application.  Thank you committee.

2:47:55 KE
Thank you
2:48:03

Dr Carman it’s Max Suckling speaking from the panel.  Are you still there?

2:48:09 Dr Carman
Yes I am

2:48:11 

Thank you.  I just have a question about the specific types of risks that wouldn’t be managed by the proposed containment regime, you discussed several but the one that I wanted to refer to in particular was in relation to an insect biting one of these animals for example and then perhaps transmitting the material from that animal into the environment somehow and I wondered, in your view, how would that contribute to a self-sustaining population containing that DNA sequence from the genetically modified organism?

2:48:43 Dr Carman

Well once again you don’t know because you don’t know what bits of DNA you’re talking about being put into the recipient animals.  I mean there are two main risks that we’re talking about, one of which is the possibility of horizontal gene transfer where the insect, the biting insect would act as a vector to have that occur so it might take, when it bites the - lets talk about a mosquito for example.  Mosquitos have a long history of biting one organism, removing blood from it and taking infected material into another organism that it then bites.  This is how disease is spread through from one person to another and come also from animals hosts into humans.  Things like Ross River virus in Australia come from an insect, a mosquito biting an infected organism that has amplified the particular organism then a mosquito comes and bites that, often a kangaroo then bites a human being and transmits the organism with the bite of the insect. So in terms of - 

2:50:00 Max Suckling
Can i just interrupt you there? May I just interrupt you?  So do you see a difference between the sorts of parasites that you’re discussing there, the sorts of disease organisms, the pathogens and the DNA construct which I’m failing to understand how the DNA construct becomes self replicating.

2:50:18 Dr Carman
Ok, there are two issues here.  The blood of the recipient organism, lets talk about a cow, the blood of the recipient cow lets say will have ah, contain both GM DNA and the protein that has been made from that DNA so it will have both the GM protein and the GM DNA.  When the insect bites that animal it is likely to lift out of that animal, it has certain possibility of lifting out both GM DNA and also protein.  Now when that insect then bites another organism there is a theoretical possibility that the GM DNA could also be transferred into the recipient organism that it bites and also the protein could be transferred.  Now when you’re talking about... the people who are at greater risk of this are the people who actually handle the animals because they are going to be in constant contact with the recipient cows and goats and so forth so there may be the possibility of allergic reactions because they might be in constant contact with the proteins that are being expressed in those animals and a lot of the GM proteins that are aiming to be expressed actually have human therapeutic, they have human functioning humans so they’re likely to cause, or they could cause some kind of allergic reaction on the basis that those people are constantly exposed to that protein both in handling the animals and also possibly with insect bites as well assisting in that so that they might end up with allergic reactions due to the constant exposure to the protein -

2:52:02 Max Suckling
So can I just interrupt... excuse me, sorry

2:52:04 Dr Carman
Wait on.  We don’t know what the risk is because we don’t know what the proteins are that they’re talking in terms of actually being expressed in the animals then we have an issue, possible issue with GM DNA being transferred in the bite, we don’t know what the risk is because we don’t know what the gene constructs are that are being talked about here and before people talk about “well the risk of horizontal gene transfer is exceptionally low” etcetera once you keep in mind that -

2:52:31 KE
Dr Carman, we’ve accepted your points, we’ve heard your points we need to move on thank you very much.  Thank you, we don’t have any more time for questions just for clarification, Claire was good enough to ask for an extension for this particular submission and we allowed half an hour.  Thank you for doing that Claire.

2:52:51 JC
Thank you to the Committee and it’s on record that the continuation of these hearings is an invitation to submitters, including myself incidentally, to engage in what is likely to be in our view an unlawful process because it has breached what we believe is not just the spirit of the Act but the High Court decision for you not to deal with applications of this broad nature because the public and independent scientists like our expert witness cannot also engage with that and there’s no way to understand how your E & R team could also engage in a legitimate level of detail.  

2:53:29 KE
Thank you Jon.

2:53:30 Duncan Currie
Chair then that obviates the need for the Green Peace submission which I think is listed for 3 o’clock I think the third session if we have that time.  Thank you.

2:53:37 KE
Alright, thank you.  I believe we have a slight change in order so I would like to call William Ralston please.  William welcome.

2:53:54 William Ralston
Thank you.  My name is William Ralston, I have a degree in medicine and I am a farmer and a business man.  I am production director of South Pacific Sera Limited a New Zealand bio-technology company and i’m the chairman of the Life Sciences Network.  This submission is presented on behalf of the Life Sciences Network

2:54:15 The Life Sciences Network is a network of industry and science organisations which advocates responsible biotechnology research and development for the improvement of life, both human and animal and the environment.  We also advocate that the regulatory decisions are informed by science.  The LSN supports this application and draws the Authority’s attention to our submission which outlines the principle reasons for our support. I thank you for the opportunity to present to you today.    The LSN considers this project is consistent with the Royal Commission on Genetic Modification’s conclusion to proceed with caution.  The limited scope of this application, it’s descriptions and restrictions make this application consistent with a “case by case” approach.  The containment of animals means they will not enter the food chain and therefore these animals should not be considered food animals.  This project is also consistent with the conclusion to keep our options open.  This application is similar in scope and purpose to previous applications made by Ag Research and approved with controls by the Authority.  There have been no issues arising from these projects which indicate this application should be declined or that controls should be tightened.  On the contrary, experience shows that some controls should be made more practical and i will outline them in a few moment.  We endorse the Evaluation and Review report as a thorough and balanced analysis of the key issues raised by this application.  In particular we wish  to reinforce or comment on a number of points made in the Evaluation and Review report.  We endorse the report’s recommendation not to impose a time limit on this activity.  As stated, the work is consistent with previous authorisations for which there have been no major issues.  There is ongoing consultation with Maori proposed and all the other risks have been assessed as negligible.  Many ERMA approvals which are low risk are given without time restrictions.  In addition, ERMA has the ability to add controls or withdraw it’s approval if new knowledge arises which suggests such action is appropriate.  The applicant will also need to come back to ERMA should it wish any of the controls to be changed.  We do acknowledge that there is a level of public interest in this application but we do not see how public interest is served by the repetitive use of resources such an application process like this necessitates either for the applicant, for the submitters or for ERMA.  LSN notes that no evidence of horizontal gene transfer has been detected in the monitoring that has been undertaken at it’s Ruakura site.  This increased the confidence that HGT is extremely unlikely.  In addition the genes proposed are in most cases available to the New Zealand environment and restrictions on the nature of genes used reduces the ability for the genes or products to do harm.  The LSN submits that continues monitoring is no longer and effective use of resources.  The LSN endorses the report’s comments that the risk to the market economy is negligible.  To the extent that the authority may be persuaded otherwise we would point out that New Zealand is not GE Free now.  As a recent Commerce Commission prosecution of Inghams for claiming their chickens were GM free has proved.  We would caution the blind acceptance that New Zealand is successful in it’s markets because the world sees us as “clean and green”.  This concept should be tested more thoroughly before any weight is given to it in the Authority’s decision making.

2:58:24 Professor John Knight’s study “Trust and Country Image” which is referenced in our submission, made it clear that trust in safety and quality rather than clean and green, nuclear or GE Free were the key attributes of New Zealand’s products.  Claims that tourists would not come to New Zealand based on surveys have not been validated by knowledge of whether these same tourists have boycotted Australia, Canada or the U.S where GM is used in Agriculture.  We would also point out that there have been no negative trade effects from the current work and have in our submissions, directed the Authority to publications from the Australian Bureau of Agricultural Research and Economics and Otago University which are informative in this area.  We consider recommended control 11 which requires the slaughter of all animals in the event of the approval ceasing, to be too rigid and suggest this be modified to allow the animals to be retained or exported if such further approvals are granted.  In imposing recommended control 8 which deals with the disposal of surrogate and recipient animals we ask that the Authority take into account the degree of persistence of cells transferred from embryo to surrogates that is, if these cells are transferred, is there a period of time after which these cells have not been shown to persist and if so, could these animals not then be transferred to a rendering plant rather than disposal on site.  New Zealand is a leader in biological science.  These applications will provide further knowledge in animal reproduction, genetic modification techniques and protein production.  They also provide opportunities to develop new industries as well as new strategies to improve animal production through increased performance, reduction in disease impact and mitigation of greenhouse gasses.  We consider this project to be important because genetic modification has contributed greatly to the understanding of genetics, molecular biology and agricultural production.  Because the knowledge gained from this project has the potential to improve agricultural production in conventional, organic and other farming systems through better selection of breeding of animals and improved management.  These benefits could accrue even without the commercial release of transgenic animals.  This project will contribute to the maintenance of New Zealand as a world leader in agricultural production.  it will help with the retention of scientists in New Zealand and the development of skills to support further scientific discovery and development.  This research will make a major contribution to New Zealand’s growing science economy and it’s reputation.  And for these reasons we ask that you grant this application.  Thank you.

3:01:28 KE
Thank you William.  I think we have time for some questions from the floor.  Clarification only please. No? Thank you very much

3:01:45 WR
Thank you

3:01:46 KE
I’d like to move on now please.  Call Wendy McGuinness to the podium.  Welcome Wendy.

3:02:00 Wendy McGuinness
Thank you.  If it would please you, i’ve just got some copies of correspondence that I wanted to give you and people. 

3:02:07 KE
If you hand them to Asela that would be...  Asela’s right next to you there.

3:02:13

Thank you. Firstly, thank you very much.  I really recognise that everyone here in the room is really committed to New Zealand.  We have a very different view on things but our overall thing is we’re here because public good.  And I really recognise that’s with the authority as well.  I really want to talk, you have 15 minutes so you’ve got to focus on something, so I’m going to focus on the methodology clause 14, the costs and benefits are those that relate to New Zealand that would arise as a consequence of approving the application.  So that immediately knocks out all the non New Zealand stuff/material.  I also in responding to that I want to recognise that the application actually refers to... just go back... sorry the ERMA evaluation review report, I’m just going to read the paragraph that i’ll be talking about.  It says “the potential benefit of this research is increasing the scientific knowledge and science capacity of New Zealand.  Based on the Government investment in this research over the next five years, the jobs that this will create and the likelihood of generating scientific knowledge the level of this benefit has been assessed as medium.” I question this assessment.  I thought, just to sort of start the process rolling I would actually refer back to the actual application itself on page 5 when it actually talks about the benefits proposed actually underpins New Zealand's efforts to create opportunities for the pastoral industry through the application of new technologies so it’s that second paragraph and the third paragraph.  Now firstly, there’s been put forward today that Ag Research is very dependent on this application and I wanted to point out, the annual report of Ag Research actually lists numerous capabilities in fact it goes the capability profile and you can see we’re dealing in pages of things so if this application isn’t approved well Ag Research can still continue happily, proceeding with many other aspects of research and I just felt that that needed to be clarified.  The second thing I wanted to note was the OECD um.... now i’m sorry I just want to check you’ve got my... I need them handed out.  There’s been a lot of discussion, and it’s been bought up by Biotenz particularly and also in this application about a so called 180 billion by 2030 and it actually refers to a quote by the OECD which refers to 124 million and I’ve just given that a copy for you and circled it.  I wanted to point out that of... it’s very important to think about bio economy and actually understand what it’s saying, so when you actually go into the report basically they’ve made an assumption that everything is bio economy in 2030 and you need to understand what that definition is and they’re very clear on that and if you want to ask me any questions on that anymore but basically they break it down into 3 different types of economies and then they’ve taken, assumed that that whole economy will be effected by bio economy which of course it already is so it’s really one of those names that has really no kind of, you know, lines drawn round it.  So I really ask, if you actually have a look on page 200 that i’ve actually given you a copy of, you’ll actually note how pharmacies is blank if you take New Zealand along that line and also if you go to share of total employment is also blank so in reality even MRST who prepared and provided this information to the OECD didn’t actually see this as a big winner in fact I think the dash probably says more than I need to say.  So that was really the point on the OECD.  Now the next point I wanted to talk about is FRST because clearly there’s been an enormous amount of heavy reliance on the FRST application and the promise of 8 million dollars and that’s why my earlier question because I was trying to clarify what they were talking about by these contingencies as a result of the application was turned down so one of the things that you need to look at is costs and benefits so is that 8 million a cost to the New Zealand economy? Or is it a benefit? So in other words there’s a real judgment for you and I wanted to unpack that because I thought “how come when I look at the economics and I look at the economic companies...” see it’s not happening overseas ‘cause cost/benefits overseas doesn’t really stack and you’ll notice some of the material in here is very old and that’s for a reason, it hasn’t taken off.  If you could, if they could prove it, it would be here but it’s not.  So looking to see and trying to understand why FRST has made this decision so we did some research and have actually given you a copy of a letter, sorry I need to ask if you wouldn’t mind... and this is actually going to go to John Key and Ministers and MP’s hopefully today or tomorrow which is why I was asking clarification of that point.  Now FRST on the board at the moment has 4 of it’s 9 members have been pro GM and we actually quote that in the references, and we argue that there is a conflict of interest on the FRST board and we’ve asked for an independent review of the business case for this work program.  All the evidence is there, we talk about also the Institute of directors has a section on conflict of interest I’ll just read it out for you “Directors who are conflicted regarding a particular issue should absent themselves from discussion and decision making relating to that issue.” We have no confidence says that’s actually the case that’s happened here.  So referring to the letter, so that’s what’s discussed on page one.  In regard to page two we talk about the poor track record and latest application in the appeal.  I think in reality when you say that Ag Research has put 10 applications up to ERMA and five of them may have been turned down by the Court and one is withdrawn  Questions need to be asked not about, well you know, they need to be asked about FORST, they need to be asked about ERMA but they need to be asked about following the law. You know? We put all this... I was involved very early on in regarding the methodology and I’ve got all the core documents that actually led to the HSNO legislation.  I’ve followed the debate in HSNAD, it’s actually about trying to get really good quality decisions and if we don’t put effort into that of course it’s like, if you like the old game of um, backgammon, not backgammon you know with the holes one in, basically if the application isn’t right everything else will fall down and because it’s Crown Research Institutes that have largely put applications in, we’re paying, the public’s paying and enormous cost from the application process, right through and you end up in judicial review and you will continue to do so unless we can find some way.  I have no doubt, i’m a risk management consultant, I could write an application that I believe could get through ERMA and not go through judicial review.  I just think that the whole process here, you know there’s got to be some accountability because you know, five out of ten? [laughs] I mean you know it’s really really questionable.

3:09:53 Now we’ve talked about lack of profitability and questions about that.  Third point is on page  4, real concern over the HSNO methodology, I know I keep pushing it but it started in 2002 and it is the heart of the HSNO legislation, particularly from a risk management point of view, and we still have uncertainty over that so one of our recommendations to government is that we do get clarity either it’s completed or um, we just, you know, continue and actually get it done, because you know, we’re vulnerable to international applications coming into New Zealand.  You know, Ag Research and Crown Institutes might be our friends, you know, we think being New Zealanders but at some point they will come so we actually need to have a really good foundation so we can have confidence.  And probably last but not least, you know, this 8 million investment, you know, there is a requirement on you to think about whether that is a good investment, it is a cost, so you have to think of what those benefits could be that counter that cost. So you need to turn round and say “ok,  9 research publications” that are up on there, if I counted correctly.  You know, is that equivalent to 8 million dollars of New Zealand money at the moment?  So you kind of have to have choices, you either have to negate it out of the picture and then you know, unpack this and say, where are the benefits and where are the costs.  It’s difficult, i’m not saying it’s easy but you know we as public New Zealanders and people in the future, we need this system to work and that’s really what I ask you today, so thank you.

3:11:40 KE
Thank you Wendy, you’ve given us several pieces of documentation here, i’m actually not clear whether it’s new evidence or not. What i’d like to do is ask the agency to have a look through in some detail and if there is new evidence, re-submit it back to us if that’s alright.  I realise it’s supporting what you said.

3:12:00 WM
Ok.  Could I just clarify it was written as a result of the Environmental Risk Management,  I mean the Evaluation Report that we received so it’s a direct response to that and we’ve unpacked it so I see it as very relevant to the application it’s just time wise.  Also if you noted I asked that question earlier then I had to run out and change the letter so it’s incredibly relevant so I really would appreciate it be accepted.  Thank you.

3:12:24 KE
Right, Thank you.  We have time for some questions and i believe there’s one over here.

3:12:30 Bronwyn Dilley
Hi, thank you Mr Chairman.  I’m Bronwyn Dilley, I’m the CEO of NZ Bio.  I’d just like to make some corrections if I could.  Biotenz is not the organisation that published the publication that Wendy has referred to it was NZ Bio and there was an erratum published around the number that she has dismissed to 18.2b billion contribution to the economy in 2030.  We can provide calculations to back that up but there was an erratum published, it was a printing error. I’d also like to correct her.  Jim McLean is no longer the Chair of NZ Bio and if she’d like to talk to me later about the number of organisations, income and exports attributable to the industry i’m more than happy to bring her up to speed on Stats New Zealand data.

3:13:37 KE
Thank you Bronwyn

3:13:18 WM
Can I respond to that?  Sorry the, just going back, the deputy chair he is still on your website as on the advisory council.  The second thing is you actually have quoted the OECD report quite significantly in the work you’ve done in fact I’ve got a copy of that report in front of me and here I can quote.  My point is not that Bio NZ has done anything wrong you’re a lobby group using information to achieve your objective.  What’s important here for ERMA, is that it takes that into consideration and looks deeper in the report so I’m asking that the OECD report actually be tabled and looked at and then you understand where that information’s come for so, I think i’ve covered off those.  Thank you

3:14:08 KE
Question over there in the corner.

3:14:10 Noel Wierzbicki
[off mic] Could Wendy please explain [on mic] Could Wendy please explain

3:14:13 KE
Could you state your name please for the record thank you.

3:14:15 NW
Noel Wierzbicki I’m a submitter.  Could Wendy please explain the number of applications that she’s actually provided input for ERMA over the years and how long it goes back please.

3:14:28 WM
Ah, 2002 so GMF 98009, I was there.  So i’ve watched this whole process evolve and I actually didn’t come into the process actually having a few I was almost just passing the hearing process and just sort of popped in.  It was just like, it was specialising in risk management as a consultant at that time and I was really interested in how you develop methodology around risk management and so that my interest started by sitting at a hearing and having the legislation in front of me. Thank you.

3:15:04 KE
Thank you very much.  We’re supposed to break for lunch now.  Just a wee notice before we do that.  We’re going to actually be locking the doors for 30 minutes once we leave for the lunch break so if you need anything in that half an hour after we break, then please take it with you.

3:15:24 Scott
[off mic] Can I ask a quick... [voice to quiet to hear]

3:15:30 KE
Sorry, can you... microphone

3:15:32 WM
Yes there’s copies for you

3:15:40

Sorry Scott I can’t hear you.

3:15:41 Max Suckling
He wants copies of the material.  The applicant wants the material also

3:15:42 Scott
Sorry, it was just a question.  I just want a copy of your evidence 

3:15:47 Max Suckling
The applicant wants the material also

3:15:49 KE
Yeah, if it’s accepted as new evidence, yes of course.

[Break for Lunch]

3:15:57 KE
Ok, i’d like to get proceedings going thank you.  I wonder if we can get Martin Robinson on the phone please.  [long pause] Martin Robinson?

3:16:30 Martin Robinson
Yes, hello?

3:16:31 KE
Hello.  This is Kieran Elbrough speaking, I”m the Chair of the decision committee 

3:16:33 MR
Hello Kieran.  

3:16:35 KE
How are you today?

3:16:36 MR
I’m well thanks but i’ll just have to ask you to speak up clearly, i’m not sure if it’s my end or your end that it’s... I can only just hear you though.

3:16:45 KE

Ok then. Thank you Martin.  Martin you’ve got two submissions to be made so what i’ll do is i’ll indicate when we’ve gone through 10 minutes and i’ll stop you after 15 and then if you can go into the second one and do the same

3:16:57 MR
I note that they’re pretty similar but there may be areas where I should expand on or not.

3:17:06  KE
Ok Martin.  Ok the floor’s yours.  Thank you very much.

3:17:09 MR
Thank you.  I’d introduce myself.  My name is Martin Robinson.  I’m from Kerikeri Organic.  I’m an organic market gardner, retailer and distributor here in Kerikeri.  My interest with the proposal and with all genetic engineering has started since before 2000 so although i’m not a scientist i’m aware of the implications of GM in NZ.  I’m opposed to it for a number of reasons.  With the particular hearing with application 200223 i’ve submitted on seven overall points. The first point is I still am very much strongly in favour of stressing that there’s a present High Court decision finding flaws in the previous Ag Research application and I note that Ag Research likes in it’s executive summary of 200223, likes to talk about consistency when they say that their application is consistent with previously approved applications and so should continue I’d like to comment that this application is also consistent with the result of the courts stating that Ag Research should go back and do their homework and apply more appropriately rather than a shotgun approach to genetic engineering.  That’s my first point.  So I think it is impossible for me to comment properly on the application because it is so broad that it should go back to the drawing board.  So any comment i’d like to add further to this I add without prejudice that if, and I add as if it were a singular application for a singular genetically engineered experiment.  I hope that’s well noted by the hearings panel. I, the... POint two the application disregards the recommend of the Royal Commission on Genetic Modification has been overridden by ERMA by saying that what is law is different from the recommendations or not necessarily includes recommendations and so what ever is not included is not relevant and we shouldn’t look at it here but the present application is not a scientific application.  Because it is so broad spectrum it is really asking for a moral and ethical judgement by the Hearings Committee to say we would like a carte blanche approval to be able to experiment with a number of animals, three of which are domesticated.  In a number of whales, in a number of fashions, a number of ways without any real idea of the potential results and we want your approval for this.  So I reiterate that this is not a scientific approach.  it is a shotgun approach which invites an ethical, moral, social, economic response and that’s what I would, that’s the grounds I would like to speak on.  As I say, i’’m not a scientist.  I believe that government funding should be better focussed and once again ERMA has said this is not an economic evaluation but by Ag REsearch’s approach I believe it is.  They say that there are perceived benefits, none of which they can actually specify. So that to me, speaks of economics.  So I’ll respond economically.  That I believe that there are better applications of government funding for finding the root cause of disease and un health and look at removing those causes.  I state specifically something like diabetes which is largely diet related, it doesn’t require a whole lot of diabetes remedies it just requires education and the root removal of those causes of diabetes getting into people which is to eat better  which is a um education funding not scientific funding to find and make money out of other peoples disease and misfortune.  We should be funding on sustainable, clean, green production of remedies and antidotes and I reiterate that the majority of biotech i’m well in favour of, flavour...  in favour of, I”m just not in favour of the boys playing in the play pits with as many toys as they can garner.  I reiterate in statement four the application doesn’t allow any average member of the public to understand what work is being undertaken because there is no specificity and that’s also stated in five, the application lacks specificity and should be declines.  It’d just too much of a broad brush shotgun approach and that should be well answered and probably put on hold until the present hearing, present appeal is completed.  Item six.  The application is in effect a release. That’s animals outdoor and by the remedial actions taken - that are proposed to compost, to bury offal etc, there’s scant regard for the overall environment which i’m very keen by my organic and biodynamic background, to preserve in it’s entirety.  just because you can’t see what’s in the bottom of a hole in the ground doesn’t mean to say that your not effecting what is in that environment either by ah, there’s a number of vectors that can still remove material from outdoor containment whether it be feral or insect or microbial or birdlife, the risks are not known.  Statement seven.  The creation of deformities and suffering in animals in order to make cheaper pharmaceuticals is appalling and must be rejected as being as bad as the third reich experimenting on prisoners in concentration camps.  Most New Zealand is quite willing to have animals on their plate at the end of the day but i don’t know how many New ZEalanders have visited abattoirs which is supposedly a humane way of disposing of animals for the plate and I don’t now how many new zealanders are aware of experimenting on animals that would cause deformities and ill health in those animals.  The supporting documents, the appendices in the application, don’t really address the effects on the animals that are being experimented on in fact it completely ignores the health of the animals that are being experimented on and just points to the fact that other animals will not be affected by those animals that are suffering.  On the appendices that has the identification of potential effects and in clause one it talks about things being highly improbable but does not answer or question or investigate the risks of live GMO’s it doesn’t investigate the possible effects, it just said it is improbable so we won’t really worry about it.  It - in clause three it talks about the ethical treatment of animals but it just by passes it and says that this is the problem of someone else and doesn’t address what the effect is on the animals, the recipient or donor but just the possibility of transfer.  Because of these reasons I think that the application is inadequate and I reiterate that it is lacking in specificity and should be, should be rejected.  New Zealand is on it’s very high horse in the southern Antarctic Ocean and talks about the Japanese atrocities on whales and scientific whale testing and we’re now leading the way with Australia in talking about DNA sampling and coming to the same results as supposedly what the japanese are coming up with, how it harms the animals. It’s about time we started looking at our own selves and took a similar action with our own scientific testing.  I suggest that a scientific testing cows which are sacred to the Hindus is an affront to their ethics and morals and may potentially impact on the population approaching over, over a billion on their thinking of us and our methods of looking after the animals that we are sent to be here as protectors.  I point also to the escape of materials from a facility in Southern England from a fully contained facility causing a mad cow outbreak two or three years back and suggest that until we know all of the risks, and forget about talking about probabilities or improbability of things, we should send Ag Research back to the drawing board and say you define all of the risks and investigate them.  I was involved with the exposure of the tamarillo trial in Kerikeri  before 2000 and see that our lessons in those ten to eleven years have still not been learnt.  The tamarillo trial area hasn’t been investigated to see what the effects are of any DNA horizontal gene transfer and until those issues are met then we shouldn’t allow any outdoor release of animals.  I also note that the trial of cows in Hamilton, the Waikato area, by the Scottish company, no results have been made public apart from the fact that there is deformities in offspring and a huge number, i don’t know what the actual number is, but a large percentage of stillborn or empty cows which points to the fact that these are stressed, diseased, unhealthy animals that are being caused at the whim of a scientific minority.  it is not a scientific approach to ERMA it is a shotgun approach begging a moral and ethical response and ERMA must reject it as unscientific non specific and is not able to recognise the potential risk of escape and non-measurable consequences when we don’t know actually what is being made. The risks are well known that there is the potential for a foot and mouth disease scenario or similar in needn’t be as dramatic but it will have a negative effect and the benefits are dreams.  they are saying this is what we want to look at, this is what we gonna to do we think it’s going to have an economic benefit.  ERMA are quite happy to accept when they say it’s got an economic benefit that’s fine as not being irrelevant but when someone comes up and says it will have an economic detriment they will say that’s not our turf, go and talk to the politicians.  I’m asking this hearing to talk to Ag Research and find other appropriate ways or not other appropriate ways but appropriate ways of doing their genetic work rather than disfigurement of animals.  And that in a nutshell is...

3:30:52 KE
Ok Martin, thank you.

3:30:55 MR
My, yeah

3:30:57 KE
Would you like to proceed into the next submission?

3:31:02 MR
Yes I will.  I’ll bring it up on screen.  As I say, it is fairly similar and i’ll try and address any points that, or i’ll go through it and try and address any points that are not similar to what was in, in my own submission.  We both agree that the application is in defiance of the recommendation of the Royal Commission which ERMA has given their previous response to but I will also state, and I again reiterate that GE Free Northland which has been going on since as long as i’ve been involved with the, with the issue, with the - previously it was Free Northland so it’s been going since prior to the year 2000, is vehemently opposed to methods scientific methods that are to the detriment to the health and wealth of New Zealanders and all it’s inhabitants and we would like to promote alternative methods to enhance NZ reputation.  The um, item 1... And i say this without prejudice again as well because I believe that the application should be thrown out as being improper and too much of a shotgun and not a scientific approach for a scientific application or specific application and I add that it’s in defiance of the recommendation of the  Royal Commission.  It’s not possible to be able to comment because there is no specific application of the science.  It does put at risk New Zealand’s bio-security and I reiterate the escape from containment not only of the foot and mouth scenario in southern england but also the brassica trial which escaped from containment last year down in Canterbury.  The lessons are not being learnt by Ag REsearch, ERMA or MAF Bio-security for me to be confident that the parties involved are competent enough or have the, the thinking that... i’m just fishing or finding, finding the right words here... it’s showing an arrogance to the process, the lack of or the number of errors that are being made over that time with the relatively simple methods that they should be using and it puts New Zealand’s bio-security and economics at risk. Any risk of creating new diseases threatens our markets overseas. I bring up the old nut of Foot and Mouth.  If there’s an outbreak of that it would stop our exports directly.  If there’s anything that came out of containment in Ruakura it would do the same.  Item 4. i do not agree to the creation of deformities and suffering in animals. That’s unethical and cruel. We’re supposed to be protectors of animals not creators of deformities and illness.  Item 5.  it’s too poorly defined and non-specific, please throw it out.  Item 6.  The application of Ag Research regarding the cows down in Waikato is ah, has been shoddy and it is that that causes New Zealanders to have real concerns about Ag Research’s ability to protect the animals and our reputation overseas and not only overseas but just ethically.  Item 7.  It’s too generic to be able to comment on and i’ve repeated that several times previously.  In that we cannot understand what is being created.... [ voice in background].  I think that two.  Both my own application and GE Free Northland’s are so similar that apart from item 13 that the, a lot of the statements in the application refer to other regulatory agencies and pass the buck so that it’s difficult to be able to get a specific answer from a specific party such as ERMA who will pass it on to another Government body to say go and see them, you talk to them it isn’t our territory.  It’s so nebulous it just makes it difficult to be able to seal the gaps and make sure an application can be fully addressed. GE Free Northland wishes ERMA to decline the application and restore both our confidence and the confidence of the general public in the process.  It think that’s all i can say on both.

3:37:15 KE
Thank you Martin.  We’ve listened very carefully to your points.  Just one question from me if it’s ok .

3:37:22 MR
Yep
3:37:23 KE
In the second submission you talked about concerns for Ag Research’s plans to irrigate land with GE animal body fluids.  Could you just expand on that a little bit please?

3:37:37 MR
Well I suppose milk is a body fluid and i think in the back of the... in the disposal of waste products including waste milk which is a body fluid which is a concern about HGT this is page 105. 3.57 through to 3.512 just because there might be likelihood of adverse effects on human health and safety... in fact through to 3.513 highly improbable that adverse effects to human health and safety and the environment will occur from the disposal of milk or waste from spraying onto the fields.  It’s not only that but also the temperatures of composting.  3.5 disposal of carcasses.  Recommended disposal methods.  Shows no concern really for the wider environment.  Does that answer your question?

3:18:38 KE
Yes thank you Martin. Any other questions from the committee? Any questions from the floor.  There’s one question if you just hold on Martin.

3:38:49 MR
Yep.

3:38:52 John Foreman
My nam is John Foreman I’m with the support group Lisosomal Diseases New Zealand and also the New Zealand Organisation for Rare Disorders.  I seek some guidance from you on how to phrase this question but it occurs to me that some things are being frequently stated or asserted and when that happens it tends to become sort of an accepted wisdom or fact and I would very much like to rebut a point that has been made by this submitter and others about the claim that this is contrary to the recommendations of the Royal Commission.  In our submission we referred specifically to the fact that ah, well in fact we produced rebuttal evidence at the Royal Commission in response to claims from a number of submitters there that transgenic animal production of pharmaceutical products was not only unethical but also unnecessary because the same sort of products could be produced from fermentation in vats from yeast or bacteria.  In our rebuttal evidence which was accepted by the Royal Commission and I quote chapter 7, page 103, oh sorry paragraph 103 on page 161 the Royal Commission accepted the evidence of our support group that transgenic animals are more likely to produce medically useful proteins.  Now it’s not quite a question, it’s a statement but I guess the question is each time I hear something which i feel aggrieved about from a submitter which i think is not couched in fact, is it ok for me to stand up and provide some rebuttal to it?

3:40:44 KE
I think you can be safe to know that this Committee will be considering factual evidence.

3:40:52 MR

May I respond?

3:40:55 KE
Martin, go ahead.

3:40:56 MR

You said, hello John.  You said that the wording of the Royal Commission was “it is more likely to produce appropriate medicines” i’m, fill in that last bit but you said “more likely to produce” and this has been stated without any investigation but pure speculation.  I believe that there are other methods that would be available for everything that is going wrong on this, Mother Earth there are also balancing, balance remedies out there, now I’m not denigrating you and the organisation and I say that my mother has diabetes and has had diabetes for decades and so is insulin dependent but i’m saying that there have been methods... there have been insulin available that don’t require genetically engineered insulin.  the fact that there’s a huge.. and i digress slightly but i’m trying to answer your question.  The fact that there’s been a huge up-swing of diabetes is not because of a natural process but because of our use and abuse of the environment and our own bodies that we’re not producing the correct foodstuffs or eating the correct foodstuffs to look or taking the right actions to prevent the disease and I talk specifically about Type 2 diabetes which is a diet, generally a diet related diabetes.  So the fact that we need a heck of a lot more insulin to try and keep up with demand is purely and economic solution and we’re looking, the science is looking so much at the problems causes diseases that might be cured in another way but is looking to value add to a, what is already a um, profitable occupation, for instance and I extend this solu - this argument that diabetes is caused by huge profit taking in sugar companies, in white flours, in inappropriate diets, soft drinks, in fatty foods and some people make huge money from this and so what we’re intending to do now and I say “we” as a community are trying to make some further money from this, let this gravy train go on and try and repair it by having a new profitable vaccine instead of saying stopping it at the start.  So, and getting back to what you were saying.  The Royal Commission said not to use domesticated... now and I can’t be specific on this I’m sorry because I haven’t got their findings in front of me, but not to use domesticated animals and also although they say it’s more likely to produce appropriate or um, good medicine that likelihood is pure speculation.   Have I answered that concern?

3:44:33 KE
Martin, we’ve listened to the points that you’ve made and - 

3:44:37 Manuka Henare
Kieran.... Hi Kieran, it’s Manuka Henare here.  I’m on the panel.  Can I just address point 7 in your submission and point 4 in your second, in the second submission that you’re speaking ah, the group...

3:44:59 MR
I’m sorry, would you speak up a bit please?

3:45:03 MH
It’s point 7 and point 4 in the other submission.  It was about the issue of the creation of deformities and suffering in animals.  I’m just trying... I’m just trying to.. on the basis of what, like everybody else, being able to read in the Ag Research application and the, and the use of sheep, cows and goats.  How, what’s the evidence that there will be deformities and much suffering of these particular animals in this particular area of research. 

3:45:44 MR
My initial response is... my initial response is that you said just a minute ago in the preamble “on the basis of this application”.  There’s not specificity in the application so I have to try and cover all bases.  If they were to come with a specific application then it may be able to be fairly responded to .  But when it’s just given such a broad spectrum approach then I have to answer on ethical and moral grounds and try and cover all those bases.  And to be committing an animal to genetic deformities is to commit them to disease and un-health and disease and un-health is a disease and suffering

3:46:33 MH
Yeah I think....

3:46:34 MR
You wouldn’t wish to, you wouldn’t wish to put... I... I don’t know if I should liken it to people but you wouldn’t wish to put a deformity or a disease into a human being.

3:46:43 KE
Martin I think we need to move on now. Thank you very much for taking the time to give us a call.

3:46:48 MR
Thank you for your time.

3:46:50 KE
We wish you well. Bye bye.

3:46:51 MR
Thank you

3:46:53 KE
Ok if I can move on now please to the next submission from Jon Carapiet?  [long pause] Welcome again.
KE – OK now if I could move on to the next submission from Jon Carapiet

on behalf of Maunga Karamea Landcare group

3:47:10 Jon Carapiet Thank you 

JC – Mr. Chair I am actually talking to two submissions number 7 & 10 which are substantially similar, with your agreement I will talk to both them simultaneously if you will give me sufficient time to do so.  I have talked to Dianna Tawharu and she is willing to take that second slot that would other wise be broken into two different slots with two presentations in between them 

KE - OK So you would like to 

JC – Yes speak too number 7and 10 which are very similar and without a break in between.  7 & 10 I have 10 on my copy, 

KE - So if you could speak to number 7 first [sure] and then we  will make a stop once you have spoken to that after the 15 minutes and then if we can go into the next one and if there are any similarities obviously we, then Dianna 

3:48:07 They are essentially very similar so hopefully bear with me can I give you copies of the presentation I am talking to this is not additional evidence it is supporting comments really. Thank you, thank you first of all.  Obviously we have made comment on behalf of GE Free NZ that we believe this process isn’t adequate under the current decision under the High Court so without prejudice I will continue to engage with it having said that  can I start with a couple of quotes they are all from the Royal Commission report.  

3:48:37 “there exists no clear mandate from the New Zealand community concerning the ethics of GE.  There is a lack of ethical frameworks which have been developed following wide and informed public debate”.

Now that’s actually ERMA saying that not the Royal Commission The RC said “specific decisions that take no account of overarching framework of values  lose sight of the deeper values NZ hold” Of course NZ transgenic animals uses also said what decisions you make, decisions not to pursue GM animal research must be justified not just in terms of animal welfare but n term of human cost that may result through the lack of knowledge and inability to develop new therapies.

3:49:28 So in effect I do understand the thoughts of everyone involved in this process. You are trying to find something that is not far off the Wisdom of Solomon and the humanity of Gandhi is to find the middle path for genetic engineering especially around the applicants’ proposals. The final section from the RC on this subject said the common identifiable ethical and moral distinctions that any decision making body would need to weigh up includes sentient animals vs. non sentient animals or sentient organisms and the integrity of species and concepts of benefits of various kinds.  

3:50:11 So with that as the background I think that’s what we are talking about is the situation where we haven’t got any detail where it’s a very broad ranging range of opportunities hopes without the detail I suggest its actually very difficult for you to know what would actually be ethical and what would be unethical given you don’t know what’s going to be done and what the alternatives are. And the Act does ask us to consider that. As the MAF spokesperson said earlier It is your duty the body to look at the higher level ethical issues around the approvals you make.  Yes it then devolves to the various ethics committees in the various institutions but it is your responsibility.

3:50:55 and what I want to do is talk to you very briefly about some of the things that inform my concerns around the process and I hope you will take on board. I have already commented on the fact that I think this is an illegal process because if the HC decision inadequate decisions across a range of different aspects but with due respect to the team, I think has worked hard on this, I do think the E&R report gives false reassurance  of sense of and comfort. A number of reasons for that is apparently systematic and logical but its not.  Its quite deeply flawed about what’s gone on in the past ignoring the 3-4 applications that were thrown out by the HC sort of touching on the sorts of questions you asked just now “why do you think these cause deformities” well #1 you have 10 years of experience of it and if you don’t know you should be able to get access to the ERMA reports from AgResearch about the deformities that have arisen.  

3:51:57 #2 it was already stated in application that deformities arise.  I guess that’s where the team stop they say “ah we don’t need to worry about that that goes to the ethics committee who report to Dr. Suttie”. I am arguing that you do need to consider it, you cannot assess the ethical aspects of any of the project we don’t know about but any specific project does involve weighing up the claimed benefits and where they fall with its private IP public benefit the degree of cruelty and he outcomes to the animal and the alternative to what that would have done there is a couple slides including a quote from the applicant which makes ti very clear they don’t see a difference I may be misinterpreting them they don’t see a difference a human gene in a cow and micro organisms in a vat to make insulin. 

3:52:53 now, I can tell you after speaking to many people in NZ over many years that there is a difference. Not the least but there is a central nervous system and the difference between certainly generally accepted perceptions of sentient beings and microorganisms that certainly don’t have form an NZ point of view or any kind of view the same degree of suffering, I can’t argue for them but I am here to talk more generally about the proposal in front of us. 

3:53:21 They do side step the ethical issues they are quite mechanistic in the way they assess them and as I say they very much rely on the precedents gone before like the existing approvals and that’s where the deformed animals comes in [cough] and they minimize and offload those responsibilities. I am afraid I don’t believe you can do that, they can say don’t worry about it,  the Animal Ethics Committee (AEC) can worry about it, but you’re being asked to make approvals of unidentified organisms and I would argue on every case if there is an alternative that you can use micro organisms in large vats, then a proper evaluation of the costs benefits and ethical risks and where they fall should be made on he at case and of course we can’t do that so you unfortunately need the Wisdom of Solomon rather than the data rather  appropriate to  the legislation.

3:54:12  The E&R report makes a couple of points I am afraid I couldn’t copy it from the E&R report but if you look a your E&R report p.3 more of less, page 5 sorry  shows a little graph triangle it shows the host organism the modification, the technique, and the trait I would just point to the fact that yes the host organism is absolutely, clearly identified the modifications are general with ambiguous purposes and I would go to the ethics of , if you don’t know what you’re doing or why you’re doing it,  it’s really difficult to  know if its right or wrong 

3:54:45 Um the next level the technique to be used again huge catalogue of options and certainly the traits to be used… I..I.. er…outcomed are not clearly identified but there is certainly no organism. So they take you right to the point through the process under law where there going to tell you yeah...these are the kind of things we might be doing, we might do this we might do that thanks for the catalogue of  potentially millions of organisms. But they donot provide an organisms and without that information you are being put in a very difficult position because you could very much approve something that is totally unethical because you don’t know what you are approving. 

3:55:24 What a credible E&R  process might look like would be requiring the applicant to identify the GMO’s one of the things that’s quoted in, later on in this short presentation is the E&R team say “you have no right to stop this application because of public concern” .  I am not sure that what’s anyone’s asking you to do, I am sure some people are, but what I am asking you to do is to consider this application to stop now or before now so you could get the information that you needed, and of course you haven’t done this and we are in this process and I would still like to say you’re being put in an ethical dead mans zone because you don’t know what it is you are to prove and the ethics around it. The HC decision still stands. 

3:56:04  In terms of the identification of the GMO’s I would just like to point to the bottom three points on this slide,  these come from the ethical frame work works you own, the ERMA ethical frame work some observations from it moral hazards for GMO under the ERMA ethics framework including the intrinsic value of species so I would argue that maybe uses where the team who are wanting to do this could argue quite persuasively possibly even to me there’s and argument here this chemical this pharmaceutical this animals the only way to do it, this many people will be saved this much profit to New Zealand, this mush IP to our overseas partners this is the coverage, this much damage it would do to the country if it went wrong and you may decide yep that’s a “ goer” but I argue also given the other principles under operation the 3 R’s principles advocated by the ANCCART in your ethics framework which your team do not seem to referred to in much detail …um...talks about replacement, reduction and  refinement so again I would say maybe some of the chemical or pharmaceutical products you are intending to make and you would say “No this is one of the cases you should not be using animals” you should be replacing the animals because that’s the principles of the ethics maybe another one where they say forget the microorganisms they’ll never do it make the complex chemical you’ve got to go with the animals.

3:57:36  and then another debate happens at the moment they are all conflated so you are being asked to approve things which are deeply unethical and rely o other people to make that call because they haven’t actually told you what their making. And of course the final point under the ethics framework is were ethical decisions are made and of course because the risk is socialized and much of the funding comes from government funding including this hearing, but because the risks are socialized but the IP is private there might not be an equitable distribution of benefits and risks in fact I would argue there isn’t. 

3:58:09 In terms of the background to that there is a very strong commercial imperative here there isn’t the science its not the science of you know of 50 years ago when scientists didn’t have to sell their products they had to find out about the world and how we live sustainably in it.  And the couple of highlights in red this is from the applicant its not from me saying its all about money its not me saying talk about cheaper chemicals they have said it that its very efficient and cost competitive, against what? On what basis? There is no evidence supplied to submitters there is no evidence supplied to you so where is that cost benefit analysis done on a case by case basis? 

3:58:55 the next line “compared to investment and expensive infrastructure required in current cell culture production systems,  I am sorry but there is no evidence supplied on that   where is the weighing of those and  I think an ethical process for you to have under taken the team to undertake would have said what is that what does that look like, what is the money where is the money to make a vat. I mean doing it with microorganisms with insulin if it’s that un-competitive surely most of the diabetics would not be getting their insulin.  I think that needs commercial scrutiny.

3:59:22 The next line “commercial perspectives transgenic animals provide a superior platform than alternative means such as cell culture”. It may do it may not where is the evidence.  The difference in the levels of effective blah…blah….blah in terms of cultural risks recombinant proteins using human derived DNA will be used regardless of the methods of production so the effects arelikely to be very  similar between different production methods in other words a micro organism or a cow but I would love you to ask Tangata Whenua if they see a difference they may not 

43:59:53 I can certainly say I certainly see a difference between a higher mammalian species and a microorganism in a vat and that’s why you need to have the information about where is the cost benefit, cruelty to animals outcomes, where is that being assessed it not being assessed here. The ERMA ethics framework says so that it is important that’s why I have come here I wouldn’t bother to come here and make the presentation this morning but you’re they guys who said it was important you’re the guys with the ethics framework, so where is it in this process.  The taxpayer and public are being exposed to the risks, there is a public expectation of risk, the laws that were changed after the RC the setting up of the Bio Ethics Council which is now disbanded, but when they did exist they actually made comments about the very things that are before you now. But there is no quotation in the report from them no review of the major government response the RC in setting up the BEC you are asked to judge on now.

4:00:57 KE – So Jon were almost ready for you to wrap up this now

JC - Sure I am why don’t we pause here now and then I have three four more slides and were finished. 

4:01:13 So the E&R report fails in light of the ERMA ethics framework there’s a couple of observations I would add to the first paragraph “cheaply” it is a cost game were playing here not just pure science to help sick people. 

The next line you asked the question Manuka Henare why do you think theres going to be deformities in these animals’? Because the application says so and we have a history of it 

4:01:39…so potential birth defect of animals and creating sick animals is not considered further. I would argue that a big mistake if you are to evaluate the actual specifics of what’s right or wrong, you should know and then you make the call. Any effect rests on personal opinion it is not our role to judge whose opinion is the most correct.  Well that’s possibly the case but I think but this is an operation under the law the law was changed after massive protests on the RC of GM where thousands of people made comment all sides of the community if you don’t take into consideration what was intended by parliament in setting up the law, as we seem not to be doing, because you are doing in considering such a broad ranging of set of applications that its hard to know what you, what it is you are considering  it in detail, but if you do that  then I believe the public do have a role here and that’s why I am here, because of the submitters who have made submissions.  If that’s not the case then I suggest ERMA lobby government and say we forget the public we are a business group and we don’t need the data we go for investment and money on the horizon and lets be speculators we don’t need ERMA and of course the IP sorry the EPA will we be very much like that. 

4:02:54 So why do submission matter from he public, there were over 1500 on this one um it does reflect major community concerns and its also not about opinion again I speak to the E&R team its not about judging opinion and whether this persons right or this persons wrong, you’ve got data and ERMA had this data and from the Northern Regional Council survey of 1000’s of NZ’ers from that part of the country not this but I suspect the outcomes will be very clear there’s issues about liability about where the costs fall, where the risks fall,  and the ethics  submission. Similarly the Soil and Health did a national survey of a 1000 people about the 4 applications that were thrown out the High Court, very clear objections to this process, to the animals being used this way without persuasive argument, and I m afraid their is no persuasive argument without the case and as I say if you can give me an example where this is going to save lives and there’s no way other to do it, then lets have that debate. At the moment we have generalities galore and nothing specific to say actually this is the right thing to do or the wrong thing to do. So why do we need to know?  the submissions why do we need to know the organism?   The respect for the public process, for scientific input from your own team to inform the evaluation including the ethics as part of that process; To protect the non privatized community, economics and health against private risk taking because that’s what we are talking about, there is risk were claiming to manage it, hard to ay how.  And we’ve got to learn lessons from the past.

4:04:28 I’ll just go through these the collapse of PPL which had 3000 sheep in NZ. I am really surprised that people from AgResearch or the E&R team or yourselves, it is not your role at that stage but no one looked into the cost benefit analysis of that. I mean you’ve already got an historical example of that here and no ones talking about it I think that a gross omission. The late 1990 the process of the RC that’s why we did it tactually the RC said don’t use food animals in this way and they were particularly in their recommendation they said don’t use it, and the government accepted their recommendation on the basis the animals wouldn’t end up in the food chain .. That’s a bit of a furrfy, because the government accepted it on that basis, but the debate    before the RC I believe led to that recommendation

4:05:17 wasn’t just about eating the buggers it was about the whole process around it including the ethical values and tangata whenua. So in terms of the HSNO Act which were made after the RC which I am afraid the E&R team completely dismissed by saying the government didn’t agree with all those recommendations, it did with many of them 8it didn’t set up a Biotechnology commissioner but it did set up a Bio Ethics Council of whose opinion you have nothing before you. But the, but the, and they did a big study of human genes in animals and I would say they are different from using them in microorganisms to make insulin. And of course you have the 4 applications before the HC that were thrown out that you’ve ignored because you continued down this process even though the team themselves and other submitters but ah well we didn’t talk to Maori because we thought in was basically the same things that were thrown out the HC. I think that inappropriate, so I won’t say more thank you for your time. I know its very strange, I know there are no bad people in this room, I know that people think they are going to be doing something good I am just questioning whether you have the evidence before you to know what’s good and bad? Knowing what you’re doing and why? And what the alternatives are is an unfair question for you all.  

4:06:37 KE- Thank you Jon. Would you like to move on to the next 

JC- That was it.

KE - Are there any questions from the committee? 

MH – Thank you for the on the ethics and so forth be assured that we’ll check back through the ERMA ethical framework and all that necessary stuff so that’s the only comment I will make.

JC - Thank you and I suspect the outcome will be well tell us about what you were thinking of doing because it going to be really difficult to apply an ethics framework. I have a coy of it if you want it? It will be very difficult to apply it with out knowing without knowing what you are to apply it to.    

KE - Are there any questions from the floor? 

JF - John Forman LDNZ and ENDNZ I want to check a couple of points with you Jon, and I think if we are talking about ethical frameworks one of the important consideration is to be accurate in what we present and not to distort things. You refer to the BEC publication but in “human genes and other organisms” they found that there were circumstances where it would be quite acceptable and they found the majority of the public were in favour of that

JC – I think insulin is a classic example and I still get a few arguments around from people because of the physical effects that some people who use GE insulin instead of the porcine originated insulin. difficulties going into low sugar but I think I agree the vast majority of people I suspect I haven’t got any hard data but a vast majority of people would say the use of microorganisms to make insulin with the human gene in it. Is something on the balance of money environmental risks damage to the brand NZ, humanity. I think you’re right it falls on that side.

I am sorry that is not what the finding of the BEC you’re misrepresenting youre talking about the use of “human genes and other organisms” and they specifically considered things such as human genes in cows as that was a very topical thing and they found that the majority of people in that set of circumstance it would be acceptable. 

4:09:17   And that is what your being asked to do what it the right circumstances because you know what it is and what the alternatives there to do it. Would you support human genes to make in cows? To replace the organisms in vats  because they are so expensive 

JF -Sorry John I am not the one being questioned but

JC You’re making points 

JF- I think it’s unnecessary 

JC- It’s a case by case basis and absolutely if you have a microorganism you put a human gene like we  have already done I think your arguments and the argument s of the team would be very much stronger than what is being put forward to you now.

Moving on from the ethical consideration I just want to challenge another thrust of you’re submission here which I would summarise - don’t do it until you have the evidence to justify it. But don’t allow the research which would establish the evidence to justify it. A circular logic

JC –well 10 years of research it doesn’t seem to be very detailed about what they’ve actually got and what actual profit they’ve got in it moving forward from the existing approvals you’ve made so they are asking for a whole lot more I was quite interested in the beginning of this session said how long does it take you to get to proof of concept. Well it took them 5 years in the last lot but where the outcomes its now 10 years and millions of dollars, now again I am not saying that these people are making it up but there isn’t a lot of public evidence to say this could be profitable or beneficial and I think to your point I think that remains the case. 

4:10:49 the research has actually been done so where’s the outcomes, where’s the risk assessment or rather the actual assessment, the only thing you’ll know about them is there are a few dead animals which were deformed and put down quite regularly there’s no profit stream they have not applied to go into commercial production in containment no ones asking for that they want more and more and more of this so again I think it would be unethical without looking at what’s been learned so far to continue and the research has been done research goes on all the time GE is used by our scientists all the time in NZ but its not, unethical if it is its unfortunate, but that not you role your role is to make sure this is not unethical that it is sustainable and meets the values and  national interest not just minority interests given risk is socialised Just to highlight that the councils have written to you and the government to say under the socialization of risk they want to have GE Free zones in some cases in Northland and I suspect there will be some other part of the country too. Again under 67A this approval if you made it I cant see how you can but  if you did could then be put forward in not just Ruakura lets go here lets go there similar containment processes so you’ve got creepage from 1 idea to another idea 

4:12:13 and John I think the research has been done where I the hard data to show anything is successful, the PPL sheep are dead the companies bankrupt and the companies going to deal with now are also extremely unviable so I don’t think its fair to expose the public without that evidence without that detail without the pre research and it isnt research its farcical that’s why I asked the question I’m saddened Kieran for asking that question of MAF because they might have known the answer but its not about a bit of teaching and bit of research its clearly a commercially oriented project medium term and I think that’s why the weight of the ethical, where they fall,  benefits and the risks need to have been properly evaluated and they haven’t been.

4:13:03 KE - Thank you Jon, alright I would like to move on to ht enext submission please, which is by telephone, no by Dianna Tawharu, welcome dianna  

4:13:26 Hello I am just speaking as an individual I am a Maori spiritual healer I have been ever since I was a little girl and I am also currently a naturopath ,a herbalist I tutor also in herbal medicine and naturopathy I have been an organic gardener for many years, I have also worked for 12 years as a medical micro biology technician including being the sole laboratory technician of infectious control at Zurich University hospital so I have a little background in microorganisms. I am also currently the founder of Grey Lynn 2030 which is a transition town which involved in sustainable development and environmental policies. First of all I would like to say I support the submission by GE Free NZ and Greenpeace and Dr. Judith Carman that the risks canot be evaluated and the outcomes are unknown such as those that increased risk of the resistant bacteria and also possibly the evolution of new viruses and things such as prions.

4:14:49 especially as we don’t know as they pointed out what organisms are going to be used some of the micro organisms in particular. I am also concerned about the prevention of environmental contaminations of course I am concerned about the protection of the other flora and fauna in Aotearoa.  I think its also unethical to modify animals if there are any other processes that can produce the end products that you are trying to obtain which do not involve any potential cruelty to animals and this also includes on a spiritual level that I am talking here which is a little hard to assess and quantify but I very much believe in that

14:15:40 In the case of pharmaceutical medicine I think its also unethical to modify animals if there are any other sorts of methods or ways of managing human diseases such as dietary or lifestyle factors or non –GM products which are already available or on the market even if this includes making them making it a little more expensive but I think that ethically and certainly from my spiritual experience and beliefs I think this is very, very important. 

4:16: 22 To me GE seems an industry to be largely driven by commercial interests, like seeds and things, so its mainly driven and all to do with economics and I think that this often lacks social and moral responsibility in my view point.  I think that comparatively we should be putting a lot more money into prevention of disease wherever possible of course for such things as type II diabetes, looking at dietary and lifestyle and dietary education for example, very little money into these currently. And there’s lots of other alternative therapies as well. 

4:17:20 I think there are also risks of GE animals they can actually end up in the food chain. This was seen in the States a few years back where some pigs that had been GM accidently ended up in the food chain, and that’s also very concerning. That’s all.

KE - Thank you, it goes with out saying we respect your beliefs and views.  

ago Are there any questions from the committee? Are there any questions from the floor? Thank you very much. Right I would like to move on to the next submission please which I think is by telephone [mumble] OK Elvira Dommisse Elvira I notice you are talking to 2 submissions 1 from Soil and Health and 1 from PSGR we have read the submission in some detail what I would like to do is ask you present you submission to S&H first of all and when we get to 10 mins in Ill let you know and then we’ll stop that after 15mins and if you could go into the  PSGR submission I would appreciate that. 

4:20:03 Elvira Dommisse - I’m what I should say now is the two submission are very similar so I don’t think I’ll need to say the same thing twice.  

KE- OK ill inform you when we’ve gone 10 mins into it an dwell go from there 

ED - So you just want me to get going, I’ll really be covering the points I made in my submission but I will be taking a slightly different slant  in some cases. I just want to start by way of background that although there is a 1200 member organisations of the international Bio Tech industry organisation only a small number of GE organisation are developing GE animals so its not sort of a common technique if you like, also I would like to say the Australians are not into it at all I mean if they were into it in a big way we would be following   but um they’ve tended to avoid it largely. I want to touch on the failed Scottish company PPL which conducted quite a large body of work of GE animals in NZ and that was all permitted by ERMA and they had at 1 stage the worlds largest flock of GE sheep and ended up destroying them and not doing autopsies on them and the work didn’t result in any successful outcome and it wasn’t cleaned up properly it was basically abandoned and they took off because they went down as far as we know and we have been having promises by AgResearch of benefits so it still doe not, you know, provide benefits for the health of people, benefits for the economy, benefits for farmers those benefits haven’t materialized but after a lot of money being poured down the hole if you like 

4:22:10 with nothing to show for it, we’ve got claims from Dr. Jimmy Suttie that transgenic animals are going to offer a cost effective way of dealing with human illnesses but there’s nothing to show form that either. 

4:22:28 Then I want to touch on animal welfare that’s something the Agresearch hasn’t dealt with in a satisfactory way and its not just me saying that it’s a number of organisations have said that and also if this application is approved AgResearch will be able to approve unlimited numbers of assorted GE animals and essentially the public will have no way of knowing what genetic constructs will be used what genes will be produced what proteins will be produced by these animals and that’s a concern to because how’s the public supposed to form an opinion on something they are not sufficient information on. 

4:23:21 AgResearch has claimed there going to be no harm to animals but its over looked the issues of animals welfare in respect to birth defects and deformities have been recorded in respect to GE animals that includes a calf born alive with a club foot and fused neck, a male calf born alive with its rear fetlocks bent back, a male calf born alive with a lack of normal diaphragm, a male calf born dead with un inflated lungs. 

4:23:52 and that information is available to the public if they know how to get it through ERMA as far as I know, now I do acknowledge that deformities do occur in naturally farmed animals, but these deformities are in a much higher rate and percentage than occur normally in farm animals.

4:24:17 I want to touch on animal models of human diseases which essentially means the animals, you know, become diseased individuals so they can study human diseases, that is also an animal welfare issue and now I would like to go one to horizontal gene transfer, GE animals milk, waste, compost and faeces  and even placentas will end up on the soil and this opens up the route of HGT and GE DNA to soil microbes, I note that Travis Glare that he knows of no evidence of HGT into soil bacteria or other soil microbes in the sites where TG cattle have been found but the methodology by which the experimental results were obtained has been discredited in a number of references to back up that claim. Basically there is insufficient experimental detail given on any intended HGT work on this application. 

4:25:28 because AgResearch have to say what their limits of HGT detection are and whether their limits are relevant to capture the of gene transfer that can result in Environmental damage. I am referring now to a recently published study that has examined soil invertebrates in round Up Ready corn is present in quantity of Tg corn and the goal of this was identifying the location of transgenes in a soil food web. The study studies macro arthropods, micro arthropods, nematodes and earth worms. And it found evidence for a large concentration transgenic DNA in animals from the food web of RR corn. This indicates that the transgene does degrade within the food web and also the guts of these animals may provide the opportunity for genetic transformation into native soil bacteria very little is known about the fate of transgenic animal DNA and the soil ecosystem just because we don’t know it doesn’t mean that things are not happening its just that we don’t have that body of knowledge at the moment.  There are a lot of technical challenges of working with DNA in the soil environment including high spatial variability and difficulties of extracting DNA without cold stretch of PCR inhibitors such as humic acid and fulvic acid and there have been significant limitations in this area of research recent advances in DNA extraction and methodology and mili? techniques allows for routine high through put techniques to examine comprehensively the fate of DNA in the soil and the environment. Studies performed in controlled conditions have shown the possibility for the transfer of recombinant DNA from GE plants and by extrapolation of GE to animals to competent bacteria all those transfer of genes to GM animals in crops to soil bacteria have not bee reported in field soil this is regarded as probable given demonstrations under controlled conditions Right I have got some reference to to say that horizontal gene transfer of soil hasn’t been extensively researched and more filed studies are required. 

4:28:10 going to to irrigating land with GE body fluids and effluent which I am assuming is still going to be happening the milk as far as I know is going to be fermented to a low pH then irrigated on to the land but fermentation alone is not a guarantee the all DNA is going to be destroyed it is quite likely the biological DNA, GE DNA , will be directly sprayed on to the soil so in this case the GE DNA HGT by soil microbes could occur and the same goes of course for faeces and placentas deposited onto the soil.

4:28:58 Now onto NZ agricultural industry being innovative and research driven which is AgResearch mantra, in the application NZ agricultural is described as innovative and research driven, well GE work has so far not led so far to any innovation in NZ agriculture and were known internationally as a country that GE Free in its food production and can command premiums for its export crops and dairy produce based on this and given that the Japanese and EU markets are highly skeptical of GE foods our overseas image is likely to suffer rather than improve when its known that our milk and meat and bio pharmaceuticals may be from GE animals.

4:28:49 Right I go on to anticipated discoveries and also GE animals and procedures going on as being very low or negligible risk. The GE plant and animal work carried out in NZ since the 80’s, has never thrown up a positive, commercially viable unanticipated discovery. The only discovery so far has been poor performing GE crop plants; GE contaminated sites that should have been cleaned up and imported seeds batches contaminated by GE DNA.  So the applicant is regarding procedures as low or negligible risk, a low risk doesn’t necessarily mean however that effects of that event will be minimal or that they will be short lived, the risk assessment is only based on available current research and subjective opinion and further improvements with the detection of HGT, for example, are likely to show such events were occurring but were not detected.

KE- Elvira there 5 more minutes to go

4:30:54 ED - OK thank you I just want to talk about the expression of GE DNA in non target tissues or body fluids, aside from the high risk of deformed animals, as has been acknowledged by AgResearch there is also the risk that foreign proteins, the GE proteins, will be expressed in non target tissues and that could include blood or muscle tissue instead of, or as well as, the milk. In addition to this a pharmaceutical protein introduced into a cell could easily interfere with cellular metabolism and alter the overall composition of the cell. Foreign proteins in GE animals may not be identical to parent proteins and post any translational modification, however slight, can alter the potential toxicity or the potential carcinogenicity, sorry, of a protein.

4:31:51 the application says that no products or waste from the GE animals will leave the containment facility but you’ve always got the problem of the birds eating the placentas or birds possibly attacking young animals. So that would provide a route for GE DNA to go off the site, sorry I am just scrolling down here, transgenic DNA could survive the gut of a bird, given that transgenic DNA is fairly persistent and fairly hardy and not as likely to break down. There is evidence that relatively long fragments of DNA survive for extended periods after ingestion DNA may be detected in faeces, intestinal wall, peripheral white blood cells liver spleen and kidney and foreign DNA may be found integrated into the recipient genome and when pregnant animals are fed foreign DNA fragments may be traced into small cell clusters in fetuses and new borns. 

4:32:56 Biopharming has not been proven safe, as in Pharming with a “ph”, or acceptable on the international market.  This application promotes that this technology is able to be used in NZs new ‘neutraceutical industry. However I would like to point out that a number of premium NZ brands of neutraceuticals, I’m giving an example LifeStream and NFS, advertise themselves as GE FREE.  If neutraceutical of GE origin were to go onto the market, it is very likely they would not sell well given the current tide of opinion against GE foods and supplements. And we just need to be reminded of the GE tryptophan disaster which was responsible for the deaths and illnesses of 100’s of people and that a neutraceutical disaster and still well remembered by many. 

4:33:47. the application presumes that biotech animals can be the reactors that provide a more versatile and cost affective means of producing therapeutic proteins as compared with traditional cell culture methods. This actually goes against one of the key recommendations of the RC which specifies that  “animals should not be used as bioreactors”, so it flying in the face of that there are safe alternatives to GE animals as biofarm factories pharmaceuticals are already being produced using non GE methods essentially cell culture and other methods too. During the last two decades there has been approximately 95 pharmaceuticals that have been approved by regulatory agencies for the treatment of  various  human diseases and only one of them has been GE and the rest are non GE so the y are still produced in cell culture. 

4:34:49 So far so I know the applicant hasn’t provided any evidence that the over production of human proteins, they will be over produced in the animal  cells, don’t produce problems within the transgenic animals or even problems in the human patients who will be consuming these GE proteins. I would like to go on

KE - That concludes the first 15mins so if you could move on now to the next submission which is from the Physicians and Scientists for Global Responsibility. 

ED – Right, right sure, I would like to enlarge on human problems with GE proteins, with GE insulin in particular, which has been genetically manufactured by GE processes for some time now but that doesn’t mean its has been as effective or as safe as the naturally occurring pigs or cow insulin that had been used prior to that time and it still does get used to some degree, just referring to observations from Dr. Ernst von Krugstein in Germany, he said problems during initial studies from human insulin isn studies in the USA because some patients had to discontinue the trial due to incompatibility despite of this Norvo Disk and Ely Lili went ahead and the doctors who referred it to the GE insulin got paid 100 deutschmarks per patient for every one they converted off the non GE insulin so that’s the lovely pharmaceutical industry for you. Complaints from 100’s patients in Germany were ignored they lost the early warning signals of an impending hypoglycemic condition and some had an allergic reaction showing up as an anaphylactic shock which is a severe reaction and nausea. 

4:36:31 But in spite of that human insulin was promoted as a wonder drug with the claim that incompatibility was impossible as the structure was identical with that found in the human body. This theory hasn’t been supported by recent findings of the Institute for Quality and Efficacy in Health Care which relate to insulin analogues. The head of this organisation say we’ve only evaluated short acting insulin in patients with type II diabetes. So these patients we can state with certainty that they bring, “they” being the insulin analogues, bring no real advantage even the predicted ease of use wasn’t confirmed. This Head was Professor Peter Sowiki, he said “it’s a fairy story that insulin analogues offer an improvement to one s eating habits or lifestyle, however he said “its no fairy story that experiments with animals and cell cultures at least a patho- physiological possibility of carcinogicity and in short insulin analogues carry the risk of cancer” and this is not a new observation because as early as 1992 all studies on patients on analogues from  Norvo Nordisk were discontinued as a result of breast cancer in rats. 

4:38:11 Another Professor Shantilal has warned that many cancers have a long period of latency and breast cancer can require 15 yrs. At the end of three years he has conducted many patient studies with human insulin and insulin analogues but no long term studies into the possibility of cancer.  This was also a warning from the Organisation I referred to before. Shantilahs main criticism of GE products is that normally insulin is produced by specialised cells and it’s a highly complex synthesis.  He says the biotech production is not identical to that made in nature, bacteria such as E.coli or certain yeasts are genetically engineered so they can produce molecules or part molecules of  human insulin and whether or not the folding of amino acids is identical to that human cells is simply not known only the chemical formula is identical so you may get the same formula going in but you may not get the same folding of the proteins and that can have significant consequences as scientists involved should know. 

4:39:26 How incompatibilities for the patient hasn’t been researched, so it hasn’t been researched that has to happen before any of this work can go ahead, referring to the refusal of many insurance companies to pay for imported pork insulin, in other words pig insulin, another Professor Conrad Wink from Pharmaceuticals Commission of the  German Medical association said that “but that can be no reason to force a patient to switch to a product that cannot be tolerated it should never have come to this”. And this German Medical Association recommended to the insurers that they should meet the costs of porcine insulin. 

4:40:11 I want to go onto if I have time recombinant milk proteins and I want to talk about the recombinant, in other words genetically engineered bovine growth hormone, which I will just refer to as BGH, and that was a big problem in the States.

For years the synthetic BGH was injected in to cows to increase milk production and it caused much controversy and has been the topic of much research since if was approved by the FDA in 1985 the FDA approved the commercial sale of un labeled milk so you didn’t know if you were getting BGH milk or just normal milk and meat from large scale trials on cows treated with BGH, the FDA and industry claimed that BGH had no adverse veterinary effects and recombinant BGH milk was indistinguishable form natural milk and it was safe for human consumption however, by 1990 evidence from published and unpublished industry  sources had raised a wide range of concerns of the safety of the recombinant BGH milk and these included; contamination of the milk with pus from mastitis and also with antibiotics used, because they had used the antibiotics to get rid of the mastitis or to try and treat mastitis, contamination of the milk with the recombinant BGH  the FDA admitted it differed significantly in its molecular structure from the naturally occurring growth hormone and also contamination of milk with excess levels of insulin like growth factor 1. I will just call that IGF-1. 

4:42:08 Consumption of the recombinant milk exposed infants and young children to IGF-1 levels well in excess of the safety margin which is 0.02 mg/kg. that was identified in oral toxicity tests. Another concern was the pasteurization of the rBGH milk increased the IGF-1 levels by approximately 70% and in addition to this the IGF-1 in recombinant rBGH milk is more bio active so it’s a different form essentially, it behaves differently than the IGF -1 naturally occurring in untreated milk. 

4:42:47 Several converging lines of research implicated IGF-1 in the initiation and also the promotion of breast cancer, so we are back to this breast cancer link, this evidence raised serious concerns about the potential carcinogenic effects particularly for female infants and of the increased levels of IGF -1 in BGH milk in dairy products, only recently has the rBGH been driven off the market largely as a result of the action of  processors refusing to use it and that came really as a result of a huge body of active people who said they wouldn’t buy the rBGH milk anymore and they would boycott that company until they stopped using it.

Have I got much time left? 

KE – Just About 5 mins

4:43:48 ED - Ok I just want to touch on the economic effects of Biopharming there was a report that came out a “Preliminary evaluation of Biopharming in NZ” that was prepared by Lincoln University’s Agribusiness and Economics Research  Unit and this report tool great pains to warn that Fonterra’s future is in jeopardy because of AgResearch’s plan to manufacture pharmaceuticals and medical foods that’s on p.7.  The report concludes introducing a GMO into the NZ dairy sector has the potential to cause a minimum of $539.6 million in losses to the dairy and tourism industries, so such a Biopharming Endeavour would need, as what AgResearch plans to do, would need to offset those losses before it could be viewed as a net positive for the NZ economy, so they’ve got a long way to go. The reaction sorry the report warns that because of the NZ’s economy of export focused industries the reaction of overseas consumers are important, as we know, this is crucially important in the wake of the melamine tainted milk products that were manufactured by San Lu and Fonterra was a 43% shareholder. Ah I am sorry my computer screen has just gone on the blink. So you could just ask me some questions. Sorry about that 

KE – OK, Are there any questions from the committee? OK I ll open up the floor, are there any questions from the floor please? No there doesn’t seem to be any questions Thank you Elvira very much for your time. And thank you for your two comprehensive submissions.

ED -Thank you  

KE – Thank you bye bye [bye bye] what I would like to do now is move on to the last submission for this session from Bronwyn Dilley- please. Welcome Bronwyn

[mumble…..]

4:46:43 Bronwyn Dilley Thank you for the opportunity to be here toady and to speak with you I will just say a little bit about me and us. My name is Bronwyn Dilley I am the chief executive of NZBio. NZBio is a member based peak industry body representing biotechnology based organisation and individuals across NZ. Members span the development cycle from the publically funded research through to the commercial entities and come from all sectors of NZ bio economy. To be completely to be clear to deal with any conflicts or any potential conflicts AgResearch is a corporate member of NZBio along with another100 organisations and 200 individuals. 

4:47:22 our mandate is much broader than genetic technologies we represent companies and organisations involved in primary production such as forestry, farming and food industrial and environmental research & technologies hi-tech manufacturing  alternative fuels and human therapeutics diagnostics and devices, animal health products and so on.

4:47:42 the bio economy in NZ is a significant contributor to the countries current and future wellbeing and is predicted by the OECD to contribute billions of dollars to the NZ economy by 2030. And as it was brought into question I will just refer to some statistics. Currently 267 organisations involved in Bio science 18% in the biomedical space and 15% in the bio processing and manufacturing space which are both relevant to this of those 108 are core bioscience organisations they contribute $351million to the economy and export $167 million 

4:48:24 So we exist to represent our members and also exist to help NZ as a whole to benefit from our biological resources and traditional biotechnology expertise which are both internationally recognised. We recognise and facilitate the social, environmental and economic benefits of biotechnology and support the bio economies to assist NZ and the world as a whole meet the global challenges of finite resources environmental sustainability and increasing demands on health care systems. Because we represent such a broad sector much of which our member do not science which does not involve any kind of genetic modification there fore our view on GM supports co-existence and informed consumer consent. 

4:49:8 Our view is that NZ is for all NZ’ers and we recognise that research, science and technology including biotechnology will play a role if NZ and the rest of the World are to cope with the current and future challenges. In relation to the genetic technologies this means we support the view of the RCGM that we must move forward but with the appropriate caution along the genetic modification path. 

4:39:35 Robust regulations and processes such as the one today, are very good for the bio economy we support a robust and vibrant regulatory regime in NZ. A sound regulatory environment helps trade and provides a halo effect for NZ that says to the World NZ products are safe and reliable and NZ is a safe country in which to live and do business. This applies to all regulations affecting the bio economy whether it be in relation to food safety the regulation of the human therapeutics and medical devises or the application of genetic technologies. S owe are very pleased that under this application the proposed work will be done under the close regulatory watch  of the NZ system and not else where in the World where is some areas regulation have been proved to be insufficient to appropriately manage such research. What will hinder our growth and these benefits of our bio economy most is the uncertainty caused by the inability to make a stable decision based on sound such uncertainty has a negative impact on investment, research and new product development. Regulators need to be empowered to act swiftly and with certainty and apply the regulations according to relevant legislation within the context of benefits to NZ and for New Zealanders and for the peoples of the World. 

4:51:00 So what is the impact of not doing the work? We believe this work is very important not just for the benefits to NZ through improved standards of living but also the social v=benefits it will bring here and abroad.  AgResearch’s intent is to develop a technology for producing more effective human therapeutics and producing these more cost effectively than current technologies allow. There are major benefits that we as a nation will miss out on if this application is not approved.

4:51:25 
1. Control on how these technologies are developed

2. Better and cheaper health care for all nations including those that are less well off than our selves. 

3. Jobs and gross added value into the NZ economy 

4. NZ’s ability to close its widening gap of lifestyle and income with other OECD nations. 

and I will explore all these in more detail 

4:51:53 So control over how these technologies develop it is safer for the users of the end products which will include NZers for these types of products to be developed here. The proposed technology is valuable and meets un met needs in health care. Ultimately someone some where will develop this technology or something similar and the end products will be exported globally and NZ will be one of those export markets. 

5:52:20 If this kind of work was developed in a country that was less robust and are controls lacks safety as in NZ significant consumer risk may result. The melamine milk  scandal and the contaminated Heparin emanating from China should serve as a stark reminder of what can happen in countries where regulations are not respected nor enforced

4:52:44 New Zealand has one of the most rigorous robust systems for over seeing and containing GM work in the world. In our view it is much better these technologies are developed in containment under the cautious watchful and socially considerate eye of the regulators we can then be sure the end products of the technology are safe and reliable for the use here and in other countries.

4:53:07 If this work is done overseas where the regulators may have their own economic and social interests at heart rather than those of our small nation we will have less control of the technologies and product that we as global consumers will  be exposed to. There is also a commercial benefit to sound regulation our reputation as a safe and reliable producer is supported by safe and developing technologies under our strict regulatory regimes confidence in the NZ products overall will grow as a result of NZ international reputation will be enhanced. Realistically there is no doubt that these type of technologies will exist in the near future, in fact ATryn already exists. So now it is a choice of whether we as NZ’ers want to have some control over these products that we are likely to consume in the future or not. 

4:53:57 There’s been lots of conversation today about whether cheaper Health Care is important so ill ‘try to address that now. Affordable is recognised by the OECD and every major government in the world as one of the major challenges facing all of us. A 2008 study by the WHO reported that globally each year that 2.3% of global households or over 150 million people suffer healthcare expenses that cause financial  catastrophe or impoverishment. The poorer the country the worse this problem The proposed technology will enable more affordable health care through more cost effective manufacturing of biopharmaceuticals. Biopharmaceuticals are drugs obtained by living things by using biotechnology. They have been proven in many cases more effective than conventional chemical based drugs. Regulators in the EU and US have already approved a drug derived from the milk of TG goats. Interestingly ATryn that was referred to this morning by Dr.Suttie is manufactured in the USA using a herd I believe, of some NZ goats. 

4:55:04 AgResearch’s current proposal is to intended to both expand the range of biopharmaceuticals and manufacture them in a more cost effective fashion this will lead to greater saving and improved health outcomes for NZ’ers and the global community and the comment that cheaper health products are not important ignores the pending international  social and economic crisis in healthcare. What else are we missing out on? I think it is really important to recognise that science and technology and the development of new products and processes are essential to the creation and maintenance of jobs, increasing productivity and improving economic growth.  If this application is not approved NZ jobs and export products will not be created and Nzwill miss out on a significant opportunity and economic benefit. The OECD predicts that biotechnology will add over $NZ 350 billion of gross of value added to economies’ of countries by 2030. Currently around 14% of new drug approvals are biopharmaceuticals improved cost effective production of biopharmaceuticals is a value added activity, it addresses a large global market and contributes significant value to NZ and global economies. If these technologies are developed in NZ where we have significant expertise by NZ’ers then NZ benefits through the creation of jobs, firms, exports and income such technologies and products are essential to our future wealth and prosperity . In 2009 a BRL study concluded that in NZ for every job in the biotech sector another 2.41 jobs were created in the broader economy. In addition direct spending of 1million generates a further 0.03 million in the broader economy and for every $1million GDP generated directly a further $950.000 is created. The successful undertaking of this research and other research like it will create a snowball effect generating jobs, GDP and economic output and there is every reason AgResearch will be successful. They are currently and internationally recognised leader, they have spent many years in animal research and related areas however unless they are unable to move this research forward and build this world class expertise their international competitive advantage will be lost on their and the scientists themselves  will be forced to look to  take their talent elsewhere. Failure to take this work …

KE - Few more minutes Bronwyn

BD - Five more? Will take an anti message to researchers research organisations in business already the debate regarding genetic technologies has created enough uncertainty to drive work off shore, an illustrative example is one of our members declined to be mentioned, has given up trials of their genetic technologies in NZ they have support from end users ,government and consumers however, their doing their triasl overseas spending their kiwi dollars spending on even more expensive research basically the reason for this is not the regulatory agency but not the regulatory process but in NZ the public debate and sensitivity to every individual application and the emotive arguments that are often used against them results in long time frames and expense for trial approval this becomes economically unsustainable for small start up biotechnology companies. These things are restricting our way of dealing with our lives our scientists who have the ability to contribute to health and wealth are becoming frustrated and this is completely contrary to our desire to become an  innovative and wealthy nation.

4:58:58 The last bit is that it is wrong to assume that the general public don’t want GM it is important to be aware that public sentiment can change rapidly as information becomes available and more easy to understand. Vocal minorities do not always reflect the perception of the public and the perception of the public is much more sophisticated than we give them credit for.  Marketing researchers from Otago have done some interesting experiments on consumer choice in 1 of those random consumers in a roadside stall in the South Island were given a choice of GM cherries that were spray free, low residue non-GM cherries or organic cherries. 59% of those chose the GM cherries when they were 15% cheaper than normal cherries. They also studied purchasing behavior in overseas markets and found that simply growing GM crops in a country had negative impact on the perception from non GM food from that country. Therefore it appears that NZ will not eat GM food and our clean green image will be tarnished by GM work in the country is not upheld by actual purchasing behaviors.  I am not a scientist, will never be a scientist, and I don’t try to speak for scientists it is the job of ERMA and other agencies to use their expert advisors to assess technical risk. Those of us who are not technical experts I believe do not have the ability to assess those risks and such I support the ability of the technical experts that prepared the report from ERMA and including Dr. William Rolleston who you heard from earlier.  We see no risk to NZ trade status or the image of NZ products this stage being early stage product development and proof of concept is at this stage completely separated from wide scale commercial product and wide scale manufacturing. Also we’ve seen from consumer research consumers can accept GM technology when they are properly informed. 

5:00:54 So in conclusion we see significant social, economic and environmental benefits to these proposals, especially this one.  There are environmental and trade benefits to NZ over our control of the technologies, social benefits through better and cheaper and safe health care for the World, economic and social benefits through jobs and added value into our economy, and economic and social benefits for our future through support of  innovation, capability and culture. This work I think it is important to remember will be dome in containment with appropriate controls to mitigate risk. Thanks

5:01:40 

KE - Thankyou OK, any questions? Any questions from the floor? We have time for just this one question.

WM - Its Wendy McGuiness Sustainable Future Institute just vey quickly the point about the OECD 2009 figures referred to was just all they did was take the percentage of international bio-economy today and averaged it up to the future so the %’s stay the same it isn’t actually an increase and that’s on p.199 in the report if you want to have a look at it. But my question is that, I am actually a member of NZBio or have been I don’t know if I’ve paid the last year [mumble] I must be just out. 

BD- received this year Wendy.

WM OK well I am apologetic but it definitely I have been a member and was paid up to,

Ive had a busy year. The point is what kind of way do you discuss with your membership the fact that this is relevant. So for example 8 million investment in the future, 8 employees that are going to be working full time and you make an assessment that this has value. Could you explain your processes for developing your opinion here?

5:03:05

BD – sure, we have a number of processes for developing our opinions 1 is we consult with members involved in the area or have an interest. When we have significant amounts of time on really big economic issues, we may go out and do a broader scope with this. Because not all our members are involved in genetic technologies we tend to talk in person call in have a chat ask them about what they think our position should be. We reference international thinking and international progress we speak to other heads of industry organisations of biotechnology globally so we’ve got 30 of us we usually touch base with them on their issues and we try to work, we try to create an informed opinion that is moderate and defensible that we believe makes economics sense for NZ. 

WM – So you think that [mumble]

BD - I think that undertaking this kind of research is the only way  that NZ will economically achieve its goals. 

KE – Thank you Bronwyn I would like to break now for tea of coffee and if we can come back in here please, for 3.30 again please. I appreciate it thank you. 

5:04:14 Break - 

KE -  Steffan? 

5:05:10 Steffan Browning Yes Hi there 

KE – Yes, Hi there Steffan, this is Kieran Elbrough speaking, Chair of the Decision Making Committee.  How are you today? 

SB Good thanks

KE -Steffan we’d open up the floor to you in a short while but after ten minutes I’ll give you a nod, verbally, [laughter] just to let you  know that were at that point and then you have…um… 5 minutes to finish that off then question from the floor. 

SB -   I am very sorry that I couldn’t be there I would have liked to ask questions of clarification as sure as I would have heard the evidence put forward today but the hearing didn’t fit with other things so here we are …um…but you will have read, I trust, my personal submission [yes] and you will have already heard from Soil and Health submitter…um… Elvira Dommisse [yes] today I gather and…um… probably have some similar strands to our submission I would like to add that I support the submission of GE Free New Zealand and Greenpeace Duncan Currie today I think its .um...probably legally incorrect certainly...um…not natural justice that you are hearing this hearing when the High Court decision hasn’t …um…come through yet ..er… and we have had a very clear, in our view…in my view,  decision from the HC before on the nature before of this sort of application.  I do not believe that this application is significantly different enough than the one, the ones rather, that the High Court threw out and this hearing…um… and some of the other activities by ERMA really do nothing to put public trust…um…in either the process or the agency and I would like to think that the agency might see fit to take on board enough that it declines this application. It’s almost a question that I have for the Authority, what convinces you that this is so different, what convinces you that this is narrow enough that a proper decision can be made?  

5:08:02 I notice in the “errata”… um… in…er… referring to…er… I think page 8, I think it is…um… 3.1.6, I’ll just check on that...um…where if a state of approval is granted it will be explicitly referenced instead it should read we performed our assessment on this basis and if approval is granted under this narrowing it should be explicitly referenced” I think that deserves a question and an answer as to how narrow would this be explicitly referenced would the nature of the concerns of the experts such as Dr. Elvira Dommisse, Judy Carman, and the legal submissions of ...um…Duncan Currie really be answered...um… by what this is saying,   I know what this is saying , I know what  narrowing is…what is explicit I do  and reference but it is still a relative term. Have you got any guidance for me before I finish my submission?

KE- I mean obviously we take all submissions very seriously and…um…considers them. We are due to consider them all of them on the 8th. 

SB - But your in terms of me being able to submit well can you give me any indication of  what you mean by “narrowing” or what the…um… agency suggests by narrowing should  be explicitly referenced.  How fine is this going to be? 

5:09:42 KE – Steffan as the as the…er… decision making Committee we are not here to answer questions but I am happy to take any point from you.

SB – I would have asked that as a matter of clarification and it is a shame that this isn’t, the hearing isn’t totally live to submitters...er… in this day and age of carbon foot prints would be very helpful...um…that suggests we can’t really be addressing this application as submitters so the public that’s entitled to…um… submit on detail knowing what the.. the...um...is going to be used and is intended to be produced to a very fine degree can’t do that and you’re not giving me guidance as the Authority that is hearing this as to how fine we can expect this so…d…y…is it going to be fine enough so that I can go forward to say these are the sort of risks that we that we’d be particularly concerned about and…um…  would address more deeply…er…if we knew, knew the detail .  

5:10:52  If it was a chemical for example, one of the reasons I am not here is I am catching up to submissions to Methyl Bromide very, very clear.  Methyl Bromide you know what your dealing with…um… you know the level of toxicity, you know there are some doubts here or there but there some absolute definites, you got… very,  very clear, with this there is no clarity and somehow we are being expected to accept  that the Authority, that’s got a shocking track record as you might imagine, I believe…um…that’s going to make a judgment call on that  and on the history probably give the applicant carte blanche over quite a wide range of stuff that you would suggest is narrowing so it’s a little bit difficult for us  to submit as well and as accurately as we would like.   I’ve followed past experiments, I’ve had a look at the facility at PPL, we previously have made decisions and there had been a whole lack of coverage from our point of view in terms of…um…um… monitoring and the likes, you’ve ticked through some goats into containment, I dare say they are part of the…um… founder goats that would ultimately if this application was granted would end up in the open as well. We weren’t able to submit on that because you seem to feel comfortable that they can be managed in a way that they will not be…er… risks exposed to the environment to the community.  

5:12:54 yet we have approached th…um…e ERMA, the Authority, we’ve expressed public concern about things that have already gone on with the past experiments and you’ve ticked that one through with no public submission, you also ticked some trees through just ahead of Christmas without public submission, GE trees, GE goats.  You’ve got all that track record all that history even at PPL we had a fair idea of what was being dealt with here we don’t.  I think it is a breach of natural justice for ERMA to have accepted this application as  I said before and it such a broad brush you can’t tell me how much you are going to narrow it and if you do what is my recourse when I finally find out what you are narrowing it too.  Is it just High Court? Are you going to have another hearing have an interim decision so we can actually come back? So it ends up, we end up having questions rather than being able to submit because this application should not have been heard.  

5:14:17 There have been containment breaches in the past from the different containment facilities, PC 1, PC 2, already occurred and all GE field trials approved by ERMA have been operated have…that that have been operated have had non compliances of consent conditions in some form and this ones exacerbated because we don’t even know what is going to be produced precisely.  That is really the nature of our submission it’s very difficult for it  to be anything more not prepared to go into broad brush, submission on broad brush risks because its not appropriate and not fair. 

5:15:05 Is there a possibility that the Authority will do an interim decision when its got a better feel for what is actually being applied for? And is there its prob…a...er…this is probably a two part question and the second part needs to be answered first. Have AgResearch given better detail in terms of what they are actually going to use and what they are actually going to produce and what combination of, let’s call it ingredients are going to be used to create something has there been better clarity today?

KE – So Steffan, the, the purpose for this hearing is for the Decision Making Committee to collect together as much information as possible around the submission …um…including the points that you have made and all of those will be considered on the 8th.

SB So as Chair person you’re not giving me any clarification on what the applicant…er… has…um…produced today in terms of narrowing down of what they are doing. 

KE- As the committee we are not here to answer questions.  

SB 5:16:30 And …um…do you…no you are not going to answer my ques…ask? my question so  do you as how much public confidence you think you’ve producing out of this? . I would like myself, the organizations I deal with and often represent to be able to deal  with something like this in a in a way we can look and understand what the application is so my submission I guess will close on the fact that we feel that this application is invalid in the first instance and shouldn’t be heard and the public confidence from a and …and of…of.. our organizations  in the process is tarnished enough as  I don’t believe we need to take much due diligence about what ERMA’s ruling is we would like to have confidence in it, just like I will when the organization looks at methyl bromide for example. 

KE - Just a few minutes left Steffan.  

SB – Thank you, I will leave it at that

KE - Thank you very much for your submission. Are there any questions from the committee? No. There any questions from the floor please? No. Steffan thanks very much for your time and we will say goodbye. 

SB- Thank you.

KE –Bye - Bye, OK. What I would like to do now is move on to the next submission from Claire Bleakley. Claire, we understand you have some issues about the timing of traveling tomorrow and we are happy for you to speak to the submission that you were going to talk about tomorrow, if you could do that in a timely manner that would be great. Thank you ….

…So Claire, just for clarification you’re speaking to three submissions?

5:18:55 Claire Bleakley – Am I going to do that all now? I…I… was going...Susie…I was just saying that these might flow into those other ones so it would be quite useful if it could would be possible maybe talk with Susie to see if she is willing to go a wee bit later. [inaudible whispering… Susie go first?]...

KE – I don’t know, would Susie like to go first? 

CB –It would be good and then I could just go after her and find the rest of the submissions. 

KE - Susie you’re very welcome. 

5:19:45 Susie Lees – Er…my names Susie Lees…um…I’’ m a vegetable grower and also a pastoral farmer with sheep goats and cattle…um…I also represent GE Aware Nelson and I represent the Nelson people who supported and aim to declare the city GE Free in 2001 and as a group we have been active and involved in Nelson peoples concerns since 1998 and you will find over 50 submissions of the 1535 opposing the application are from Nelson…um…our main problem of the application before us is that no organism is provided for either submitters or the ERMA board to assess any real or perceived risk…[cough]  either environmental or economic risks or the health of New Zealanders or New Zealand stock in general.  It is known as a result of polls and the quantity of submissions that many New Zealanders are against GE animals.  We would agree with Wendy McGuiness that funding for this type of research is a result of FRST overriding involvement in genetic engineering and would see this amount of funding could well benefit New Zealand agriculture in more sustainable projects…um…The explortation, exploitation of female animals as reactors, as others have already said, go against the recommendations of the Royal Commission.  

5:21:26 However, it does suit AgResearch’s production methods and enhances their perceived standing in the scientific fraternity and could perhaps result in some products which could be marketed in the  future but however we feel it is not of sufficient benefit to warrant a “medium” description in the E&R report. I think Jon Carapiet went over that that quite extensively so I won’t go over that any more. Likewise a “highly improbable” assessment on the risks lacks the responsibility that ERMA is charged with any liability resulting from breaches in containment and that includes horizontal gene transfer will result in a cost to the public.  I have attended ERMA hearings since day 1 and have seen the continued erosion of standards of applications.  In the beginning gene maps were available to all of us, showing precisely where the genes would be inserted and what genes were to be used. To us that set a precedent of what should be expected of information on which a sufficiently robust assessment can be made by ERMA and proper submissions made by experienced scientists such epidemiologist Judy Carman who gave her exper… expert opinion by telephone today. 

5:22:52 AgResearch wishes to carry out research which puts at risk the New Zealand farming sector should any pathogen be created New Zealand risks on longer being pestilence free scrapie, BSE and foot and mouth disease have all caused chaos overseas any instance of a similar pathogen here would impact on sensitive markets overseas and the farming economy. Animals have an unailemable (alienable?) right to their integrity and to be GE free. With regards to animals cruelty AgResearch do not deny that transgenic cows are born and do die of their abnormalities but state that the second generation animals are born without any such defects at present. 

5:23:42 It is unclear and I was unable to ask the question this morning because of the …um…cessation of the question time, whether GE semen to inseminate these animals is used to create these animals that is the second generation animal and whether it is imported or produced here and whether bulls would be likely to be kept in the future, containment issues would then need to be considered differently from cows. As regards the containment of cattle sheep and goats which has been discussed in the E&R report [cough]  I wonder what experience AgResearch has of goats. As is well known they have more ability to escape from paddocks than other farm animals.  They sense when fences are turned off and can get under and through the smallest gaps especially when young. 

5:24:34 Describing genetic modification as more tools for the farmers toolbox, besides objectivising, sorry objectivising yeah,  suggests that AgResearch  see a  more  widespread use of GE animals in the future but fail to address the poor record of success of genetically modified animals to date. As stated they have already produced for 10 years with massive funding from h New Zealand public and without any useful production product or advantages to New Zealand industry or the wider economy.  Without public watchdogs like GE Free ERMA would probably have been disbanded by now and open slather of genetic engineering like that suggested by AgResearch would have contaminated not only our food supply, agricultural exports and environment.  We cannot ass...assure what can be known for safe reliable produce or our international reputation [voice clearing] a negative response from farmers may well have been expected.  All this has been enhanced by safe practice we are here to address public concerns are met and ensure they are met properly and that proper safety regulations protect and safe guard New Zealand and its communities. It is disingenuous of the pro- bio lobby to promote their position by promising cheaper more available food at the expense of nutrition and proper feeding and environmental studies.  With sufficient food our population will expand to around 13 billion by 2045, doubling to 26 billion by 2080, even if other planets were available for us to exploit in the way we have exploited our home planet we would need many more planets suitable for habitation by the turn of the century. The human species and especially those form exploitative cultures such as ours are not ultimately sustainable.  

5:26:50 Lastly, I believe this hearing is a travesty of Justice and an abuse of the respect for the New Zealand environment, economy and peoples.  It involves a quasi judicial body ERMA, in hearing yet another application which fails to describe any single organisms to be genetically engineered. The previous AgResearch application breached the HSNO Act this was decided by Justice Clifford and this application is highly likely to fall under the same umbrella of illegality and this application we feel should never have been allowed to proceed thus far. By involvement in this process we wish to show willingness to participate but at the same time deny our attendance in any way legitimizes this hearing as valid and we submit this application should continue no further. 

5:27:45 KE – Thank you...um…I would like to carry forward your comment around the use of GE semen and the storage of GE bulls to AgResearch and wondered if you can address that…er…question?

5:28:09 -Thanks for the offer, is that all?  Low level 

Jimmy Suttie - Thanks for the opportunity Kieran, yes I can answer your question…um…the no bulls…er…sorry no semen has been used in producing second and third generation…er…casein plus transgenic animals. However, we imported semen from overseas…using the appropriate and correct legal channel to generate…um…at least to potentially generate some of the LactoFerrin animals that we have, and of course the LactoFerrin animals also came from embryo’s that we imported from overseas, so…er...its perfectly straight forward 9ni the controls just now that we are allowed to keep bulls up to a certain age…and we are allowed to take semen from transgenic bulls before these animals are humanely destroyed. 

5:27:14 KE- Thank you Jimmy, any questions? Susie you mentioned...a...its been mentioned a few times that FORST funding is lets say “misguided” and  could be applied to more sustainable technologies which you mentioned.  Have you mad…er…an approach to FORST to discuss that with them? 

SL – No

KE – OK, Are there any other questions from the floor? 

5:29:45 Noel Wiezerbiki – I would just like to ask Dr. Suttie which…um… facilities they would utilise at Ruakura is regards to storage of embryo’s and semen [ KE -Can you limit your questions to the submitter, thank you ] ….um… Susie would you like to comment on the storage of semen and embryo’s within the Ruakura campus [SL -I...] and the possibilities of even getting them mixed up? 

SL- Yes…um…I would to first…um…be able to actually understand whether or not the semen and the embryos are from genetically modified animals because that wasn’t clear…um…and yes I to would like to…um…like to,  understand where in fact they are being kept. And there is always the chance of human error as far as I know I have seen it happen before and…um…and yes I would like to hear a bit more from AgResearch if that possible?

KE – OK, AgResearch have a right of reply at the end of the hearing and I am sure they will cover some of that space for that. Righty, if we can move on now please to Claire?..... Thanks Claire.[whisper…lovely thank you]  So Claire an you just please make it clear which submissions you are speaking to …[fine]…that would be helpful, thank you. 

5:31:28 Claire Bleakley –I am speaking to my own submission and I am...um…speaking to Jocelyn Brooks 100065 and…um…I have only got her down as Mary Ellen but I haven’t got her last name, but that’s 101626,  OK…um...If I may I might have to get my glasses. 

Kiaora kei to pehe a koe,[ Kiaora tatau]  ko Claire Bleakley taku ingoa, ko Oriental taku waka, ko Rimutaka taku maunga,  ko Tauherenikau ko awa…um…thats basically.. oh… ko iwi tau iwi…um…however we have been here since 1817 and…um…we would like to say we are very proud of this country and believe we belong here very much as part of the tangata whenua of Aotearoa…um…I have three mokupuna who belong to the Kahungunu Marae and Ngati Rangi, I think it is, up the Whanganui …um… and today I will be speaking on behalf of this application ERMA 200223 and thank you for this opportunity. Firstly, what do I press the red one, this one OK?...um…what I believe we I expect of the regulators I expect that sufficient information my be given in the summary documents as well as the full applications, sufficient detail to understand what is being engineered an open mind when listening to our concerns …um…I am going to put my glasses on now…um…a consideration costs to us as the public, it has cost us a lot of money for us to get here…um…and I appreciate the right to have our submissions heard yet I do believe that a process of allowing maybe video conferencing next time is something I would recommend  it is bringing witnesses …um…far closer and we can, you can have a better rapport I believe…um…and there is a sensitivity to the public interest in a democracy.  

[power point slide show]

5:34:98 Jon has really covered this in a previous application, this application is basically deficient under section 40 there is very, very  little organism description in fact Appendix II is a database download and  that is actually recognised in the application….um ….we believe there has been a disrespect in the E&R report  to the public concerns…um…. And was incredibly distressed when we were trying to participate effectively in the process to be told the regulator held no information as to the organism, therefore the scientific review and expert comment was unable to be done in detail as there was no specific organism. 

5:35:48 –[power point slide 3] Why we need to know the organisms at notification, in the Act it is a public right to be able to participate in this process, at the moment without an organism we are talking in very generic terms and what it does appear, and this is why I keep saying public concerns are being missed, is that the …er…our concerns are termed generic, and in that genericness what is applicable to the application…um....we need to be able  trace escape into the environment so that we have experts as farmers, we have scientific experts as Dr. Judy Carman we have inclement weather we also have a community who is highly, highly concerned over the production of GM animals and the HSNO Act requires a case-by-case basis. And why an organism cannot be identified for the register after a hearing is because at no stage can the public participate in that process to express their concerns, if they have it, or our scientific experts can’t actually raise those concerns.  We have tried it, and we have been told that once the Authority has made its decision …um…the public have no ability to enter into the process after that. As you will be aware we have asked for re assessment they have been turned down with no real understanding of why. However, 67A’s are being approved almost every day and in a way why is it the applicant can get his 67A’s through when they actually are not minor and technical but the public cannot be given the same respect for their concerns? 

5:37:54 [power point slide 4] So section 40, section 11, section 44A and section 45A…um… when section 40 is non-compliant all the rest of the sections become invalid and that was found in the High Court. I would like to give an example, 

5:38:15 [power point slide 5 -8] Foot and Mouth disease closed down Britain  it caused incredible suffering, not suffering, incredible suffering sorry, yes to farmer’s exports it collapsed the British economy.  My parents live in Scotland even though they were on an island; they had to kill all their animals as well, in case.  Foot and Mouth is highly communicable, just 10 infectious particles it takes to infect an animal. It is a very high biosecurity threat, it affects cloven footed animals and deer, it transmission is through aerosol and effluent, aerosol being sneezing saliva, stuff like that, and humans actually carry it in the nose and throat, those are all transmission routes.  I would like to give an example. In England 10 miles down stream or the equivalent of 16 kms, two farms in Surrey had a foot and mouth outbreak, it eventually extended to 5 farms, this was in 2007 there was a close down in the south of England right across to Wales, and a mass destruction of animals. Britain was yet again placed on high alert and the EU sent expert over.  It was identified as a 01BFS 1967 strain and it was not know to be in circulation  the cost to rectify this, I have actually found something more, about $30 million NZ a week, no I think it was a day, but we will say a week the Pirbright facility which was making vaccines with live viruses that were supposed to be replication deficient and here its the actual report and I will read from  it, DEFRA secretary Hillary Benn described the events that led to the foot and mouth virus escaping the Pirbright site as unique and an unhappy combination of circumstances.  Principally these weaknesses were in the drainage system the heavy rains of late July and building work taking place at the site.  The Health and Science investigators could not pin point the exact origin of the virus due to similarities in the strains used by the two laboratories, there were actually three laboratories at the Pirbright site, and they believed it entered the drainage system from the Meriel facilities. Meriel was involved in a large scale foot and mouth vaccine production using greater quantities of live virus, than the other two facilities.  

5:41:25 It was likely that waste containing the live virus was flushed into Meriel’s effluent sump and passed in to the drainage system.  Underground pipes carrying treated waste from the Meriel and IAAH plants to an effluent treatment pond…um… was badly managed and the inspectors found evidence of long term damage and leakage from the drainage systems.  The 01BFS virus from the Meriel facility was probably released from the drainage system following extremely wet weather, when the site experienced 62mm of rain and localized flooding, excess surface water entered the final treatment plant and was likely to have entered the drainage system through a series of poorly fitting manhole covers increasing the volume of liquid, this then escaped in to ht lagoon and the stream that ran down to these farms.  It did escape; it was a recombinant deficient virus; and…um…it caused an utter shut down of the South of England. 

5:42:41 now where were the advantages of this? The advantage…why Pirbright is relevant because there was informed and scientific debate on the risks, sorry I have no idea where I got that first one, on the risks of foot and mouth.  We already knew exactly what it would do so they were able to put in their quarantine and biosecurity procedures straight away.   The fact that it could be traced to a 1967 virus shows the Pirbright had given to the Authorities that be, DEFRA the…um… their exact constructs so it could be traced so what happened because it could be traced Pirbright could be shut down so the source of the infection was shut down like that and instead of having to do mass slaughter they were able to contain it to about three months. However, if a virus as this did escape we have close proximity of homes to Ruakura and the taxpayer and public will be carrying the liability of this risk we also have to remember that this was a, Pirbright was a known organism you are looking at a no known organisms so you will have no idea how it will behave in the environment 

5:44:15 [power point slide 10 ]  I would just like to carry on I am extremely concerned at the lack of Maori consultation  and so are…um…people I have spoken to and so is my whanau, when you look through the report that was given the  actual consultation was taken not in 2008 but is 2007 and I would like to read out on the summary of key themes …um…on page 12 it had “we haven’t had any discussion on the risks of this application” “I am unhappy that the draft is not available now, it is unfair on iwi and hapu”, “The application would clarify things”. “A big issue is the prior information before the application is due”. “Why is this consultation happening now without a copy of the application being available for us to see”.  So if that is the case that is what they think the application was…um…on, if they were… if that was the application on the prior four stage was, there has been no application with iwi, hapu, or  Maori on the national level with an application and what we hear today is a wish list.  So if you go to Maori consultation and you hear “this is how we are going to help hapu, iwi with all these diseases, if you haven’t got an application maybe you are just being railroaded in by scientific…um…expertise. A lot of people tend to defer to that kind of science because they are actually really afraid of showing their ignorance so they just say “if you know, it must work” These people were wanting to participate in the process and they wanted to know and they didn’t know.

5:46:19 [power point slide 12]  I want to go to the E&R report now,  and I am highly concerned about the constant in every application a concern to do with the public, we raise it we put scientific stuff across,  what do we get a “highly improbable’ that this event could occur. I am really going to go through this, slide  this is a field trial site paddock in southern Australia and you can see the grey area of where the canola actually breached all the bunds, all the, all the buffer zones and it actually down stream all that is GE canola from that field trial site.  

5:46:59 Look what we had to suffer, [power point slide 13] I realize this is 2004 but it was devastating and these events are happening more and more and more.  This was the Fielding, Ashhurst, Palmerston North area and that was the gorge, the Manawatu gorge that was closed for three months. 

5:47:21 [power point slide 14 ] The system the stem rot in the brassica, these brassica stems and photo from Crop and Food...ah…they were left just lying on the soil not even cleaned up…um…and in the cotton in India and that is where they…um…um… Andhra Pradesh cotton was, they found that the fungus is soil borne and may infest succeeding crops and it is likely to spread through irrigation water to neighboring fields. 

[power point slide 15] Compliance breaches yet again “highly improbable”. Just last year we had a flowering kale we were told it didn’t flower, look at it, look at that seed pod its almost ready to ripen…um…we note that in the 2009 annual report “some subsidence above some old some old offal holes close to the perimeter fence…um…these should be filled in”. This is on the Ruakura site. Subsidence is occurring and it could take over 50 years to reach the ground water table, however I would like to say the picture has nothing to do with Ruakura. It actually has it to do with the Scion site and the rabbit holes under the perimeter fence at Scion. They were breaches which …um… were which I think could have possibly…um….. I am not to sure that led to how that trial was destroyed. 

[power point slide18 ] This was, and I see you all here because you said there was no evidence or it was highly improbable of the possibility that broccoli could produce open flowers before bolting.  That is a picture taken in April…April 8th 2008 and there were the broccoli flowers, they were supposed to be taken indoors, the same field trial…um…we were told that the plant were to be lifted as soon as they had a marketable head, if you think those cauliflowers have marketable heads, they look like they could have even flowered. That is a breach…[a few more minutes Claire] Thank you

5:49: 43 The Law Commission, you’re going to have,  I will leave you with these, The law Commission found it very difficult to estimate the level of risk posed by GMO’s. And GMO’s have the potential to create catastro…catastrophic levels of harm and some potential negative effects of GMO’s will likely manifest in the long term and be diffuse in nature.  

[Power point slide 20] I would like to quickly go through these.  These we have a hundred an… hundred and one today. I received the annual report for 2009 on the 23rd February this year.  And there were 105 as of December 21st so we have lost three cows we don’t know why, but we do know these cows are still suffering as grown ups as well, severe effects. [Power point slide 21] There are health problems in GE cows going from sterility to miscarriages to pregnancy problems, metabolic problems, liver and umbilical abscesses, metabolic problems, bladder paralysis post partum, gangrenous mastitis and respiratory problems, all of these are most likely to do with the type of genetic modification they are inherited and have actually been found in 2 or 3 generations, if you look through. 

The calf deaths internal organ problems, un inflated lungs, lack of diaphragm, no bladders, patent foramen ovale, bladder and pericardia fuse, ascities,  ovarian and structural abnormalities, Squamous cell carcinoma. They are also born with deformities in limbs, calves have club feet and fused necks, there is endocrine disruption; the rear fetlocks are bent back the medial strips are contracted and the growth plates have early fusion.  All of these are in GM calves most of those they’re born like that some live for two weeks with these deformities and they are recommended on veterinary advice to be euthanased. So, a lot of the euthanasia is not done because they are excess it’s done for humane reasons…um…
[power point slide 23 & 24] as you can see the annual report 2007-08 I would like to point to the follicle stimulating hormone that actually, they could not out…out of 121 embryo transfers not 1 live birth occurred so they actually, got the, actually aborted one lot at 3 months and re derived  the cells, in the second lot of embryo transfers 7 aborted due to fetal hydrops, 1 aborted due to hydro amnion, 1 was euthanased with ankylosis limb joints, and at 10 days old they had a hole in the heart, ventricular hypertrophy, and septic poly arthritis. 

[power point slide 25] Just to quickly say the Whakamaru GE field tests East Frisians they have 150% birth, a top milk producer they were genetically modified with the alpha anti Trypsin gene and I would like to clarify on the AgResearch slide when they were looking at the cystic fibrosis I don’t know if they were referring to this trial, but I would like to say if they were this was the result of that slide.  The fecundity was only 5% they were prone to disease [cough] and unexplained death in the clinical trials of the milk the hAAT isolate caused lung distress and severe wheezing in emphysemic subject’s they did not test it on cystic fibrosis people because it was unethical and they couldn’t get ethics… um…um… approval.  So 3000 transgenic sheep were incinerated PPL went bankrupt and they sold the IP to Pharming.  So after nine years we have a total failure to create [just wind this up, Claire] yup…um…um…less than, we have had it ameliorated but if you take over time the amount of embryo transfers it was around  about 2-5%...ah… if you take into account some of these never get off the plate. There are unusual deformities, internal organs, missing heart abnormalities imperfectly formed limbs, fused together end plates.  

So a question of good science, science is gaining knowledge and understanding of systems and in this case animals systems after 10 years there are no published studies to understand the “why” of these deformities. You would think that you wouldn’t still be looking to do more animal experiments for scientific gain if you don’t understand what the animals you have.  Is that good science to just keep going, keep going until you get one animal that might have some effect.  To date GE is a dangerous breeding programme, as was said, it’s actually importing semen and embryos, and this is more like a glorified AI process and where breeding animals and why I the question…um… I had to the Chair…um…today about international stuff was, How many of these animals are being farmed outside? And are we, because we can farm outside, taking the risk and liability, socializing the risk, because no other country will allow this research to be done outside and to date there are no diagnostic tools to detect if any GM organism has escaped, and in that, I would, I would,  like to say in the reports they say they are looking for it, but I believe they are still looking for a tool that will properly identify the possibility of gene transfer. 

So I totally support the submission by GE Free NZ and Greenpeace and their expert witness and ask that this application is deliberated no further due to it being non compliant and there are the references to everything and thank you for listening, shall I take question now, or shall speak to the next two submissions and then collapse it all together,

KE -Question from the Committee, from the floor?  No, if you can you do the next ones [certainly] as quickly as possible please?

5:56:30 CB –OK, so I will start with 101626 Mary Ellen [Wierschem] and I apologise I do not have her last name on here.  Dear committee, I have read the E&R report also other information and some other things on the GE Free site I have been in New Zealand since 2006 and what I have read about in immensely disturbing and my eyes are open.  I totally support GE Free NZ and Greenpeace position on this issue.

[I would like to say I did ring her to tell of our position that we had done after we had presented and that has been inserted after that telephone call.] 

Coming from the US I already understood the danger of GM and the corporate stranglehold that is exercised on government representatives, policies and agencies I responded to the request not only to express my concerns about AgResearch application but to also submit a submission so that if I were able to attend my cons.., I were not able to attend, my concerns would be noted.  I recognise now I do not have an understanding of the issues nor the scientific background for making comment as there is no detail of the organism to comment on.  The reading I have been doing has served to only make me aware that there are powerful Corporate sponsored lobbies in and outside New Zealand who are not willing to give me that information.  I realize that my concerns are hopelessly broad and have no defined research to support them they are useless in a fight that appears to require the clearest science based rebuttal aimed at specific legal issues. Not ever having been involved in this process I am not sure what is involved I only wish to add my voice to what I think would be a horrendous move on the part of AgResearch. Due to illness I cannot be physically present and I realize that I knew what it meant to agree to comment at hearing.  I won’t do th at again without explaining my ignorance on the intricacies of this debate. Please express these thoughts as clearly as you can. Mary Ellen

I would like to move on to Jocelyn Brooks, now due to me ringing her as well after our position statement she did send me another thing at lunch time so I will be swapping in between. 

KE – We have read the submission so if you want to move on to the specific comments [Fantastic,I will read out what she has sent me if that’s OK?]

5:59:40 CB on behalf of Jocelyn Brooks – The AgResearch application to ERMA I wish it to be expressed on my behalf that:

The application does not identify a specific GMO-nor can it. The countless combinations of biological material to be used could result in an unknown number of diseases. 

 The applicant has not provided the expression of nucleic acid material intended to be used nor can it since given the breadth of Appendix II the expressions that may occur are in the thousands to millions. Even the applicant cannot know them all. 

Therefore ERMA cannot undertake a risk assessment in terms of containing contagion as contagious or toxic parts of the animals cannot be ascertained nor can the way in which they may be contained be ascertained and acted on.

Just going back to the process she has been involved in the Myelin basic protein which she notes has been put into p.69 of the E&R report however it was not in the application at all, so she has taken this from the E&R report. I would like that to be noted because I that Myelin Basic Protein or LactoFerrin were not even mentioned in the application and I believe that it is disingenuous for ERMA to suddenly bring them up as proteins to be…um…proposed.  This protein was approved in 2000 GMF98001[9] the  LactoFerrin has been approved as part of  GMD 2..er..02028 yet ERMA is giving approval to sheep and goats to carry these genes transgenic cows exist that are already carrying this trait so why is this being considered? 

It is not in the public interest to approve the creation of new forms of these transgenic proteins in other types of animals if fact each animal has not even a have specific trait put into it? When the pregnancy, abortions, deformities and inherited congenital abnormalities of the existing 8 Myelin Basic protein and…er…20 recombinant LactoFerrin cows are not even properly understood.  

Finally, I was told that there was no commercial aim to this application yet AgResearch’s intention is to export animals as...er…suggested in the annual report 2008 thus it appears ERMA could well approve a glorified breeding programme resulting in the export of deformed animals. Approvals of these animals appears to have been given...um…if you have look at the 2008 report.  

So this means, that the further, that the socio -economic risk cannot be avoided as developing transgenic cows with an undefined combination of genetic elements are or may become utterly unacceptable to a trading partner, notwithstanding the terrible deformities that are seen in the existing cows. .

 

The scale of the unknown is enormous-thousands or possibly millions of transgenic of disease and foreign proteins are going to be created in our food animals what is worse it could be expressed anywhere in the animal and disease products are not able to be contained. Therefore the application must be refused. Jocelyn Brooks she also did totally support the position statement of GE Free NZ and Greenpeace that this hearing should be declared non-compliant, null and void. 

KE – Thank you Claire, any questions on those two submissions? Right,any questions from the floor on those two submissions.

6.03.56 Low voice …difficult to hear…Not as much as a question to Claire but I take it that there will be some comment from AgResearch about the deformities and um any question that might come up during the day some comment about the animals cows an... [JS I already made a comment]…yes you mentioned it this morning yes earlier on 

we will consider that in our right to reply, 

6:04:12 CB Um…would it be possible…um… to just be able to tell me how long tomorrow you will be meeting for? 

KE - Um…its almost impossible to set a time [OK] we were guessing perhaps half past four - five o’çlock. 

CB - OK thank you very much

KE - Thank you. Ok can we move on now please to John Forman, thank you for your patience John. 

6:04:46. Thank you [welcome] I am John Forman I have two roles on the Chair person of the support group Lysosomal Diseases New Zealand and I am also the executive of the NZ organisation for rare diseases.  The first role is a hobby because I am involved in the support group. I have twins who are affected by one of these rare Lysosomal storage diseases. These diseases are a group of 45 probably more inherited genetic diseases and invariably they have a very significant impact on the patient and while some can have what might be called , very advisably, a milder form of the disease sever most have quite severe and life limiting impacts such that the estimates are the life expectancy across a whole range of patients affected by Lysosomal storage diseases in just 15 years of age, and  allowing for the fact that some may live well into adulthood, it is often very fatal, fatal at a very early age. For this group of diseases there have been no therapies s at all until the 1990’s when bone marrow transplants were established as a viable option but they have particular risks associated with them and ah and a high mortality rate amongst patients who undergo that that therapy and in the 1990’s when the first enzyme replacement therapy was successfully developed. 

6:06:28 Um and from that point on the there was a great surge of enthusiasm to try and find more recombinant enzymes which would be able to be applied to this group of diseases and…um…there are now six of them which are available and which are approved by the FDA the European Union and most other places…um…some ofhte problems with these are with these particular therapies are they are extremely expensive…um…um…and if we narrow it down to the particular New Zealand context you would not be surprised to know that  Pharmac is very, very reluctant to fund these medicines and only two out of these six are, are, approved for funding here in New Zealand and they set a very, very high threshold, a very high hurdle, before they are willing to consider treatment of patients.  So access is delayed or access is denied primarily on the basis of cost here and in many other countries as well. The other aspect of the, the, this the current methods of production are that it is quite difficult to get these proteins manufactured in a way which will effectively be targeted to all of the organs...ah…ah…that need to be addressed to provided an effective therapy for the disease. So that there are quite significant limits even with those ones that have been produced and in particular the inability to cross the blood brain barrier to benefit where there is neurological symptoms involved. 

6:08:09 Um so I am speaking on behalf of a group of patients who have a very direct interest um in therapies for their particular diseases. There we know of about 90 patients in New Zealand epidemiological data would suggest there would be around 180 if they were all found and would be about 12 or 15 born each year and probably a similar number die each year.  In my other role organisation for rare disorders, NZOrders we call it, it is an umbrella network of a range of different rare disease support groups and we have always adopted an approach of encouraging research and innovation working in partnership with medical professionals and research scientists and institutions to explore all opportunities…ah… to…re… develop effective therapies for a range of rare diseases within safety and ethical frameworks and I want to emphasise the last point there is probably no one in the community who has more interest in the safety and the appropriate ethical frameworks for the manufacture and production of such treatments as those into which, into whom it will be injected.  

I invite you to reflect on comments I made earlier, about the fact that when opponents repeat things regularly it does not mean that they are accurately reflecting or was said by the Royal Commission or the bio ethics Council and without laboring all of those points and going, a point by point rebuttal I think a number of things they have said about food animals not being used was not a prohibitionary was a preferential statement by the RC if alternatives were available was another qualification that they used I would also point out that the claims of public opinion support of public opinion on behalf was not borne out by the surveys dome by the bio ethics council an number of different surveys where in a considered and more prepared they found a majority of people were accepting and tolerant of this type of technology provided, with proviso’s that there was good reason and limited alternatives and so on.

6:10:46 I invite you also to reflect on the approach taken by the opponents who wish to curtail this process is that there submissions are very, very much process oriented and that and as a person who has personally been involved in a number of social campaigns over many years, myself I know that one of the most effective you can do is to try and bog things down in bureaucracy and process. If they were successful with the level of detail and information they want about every potential experiment it would mean that the research projects could never ever be completed. Because there is simply not 100 years to go through this process every time there is a thought that “well that is very interesting in the cow now  if we were to apply that to the sheep…whoops,  no go back and go through another ERMA application put in another risk assessment another consultation another hearing and so on”, it would be an impossible process and I think I am just trying to indicate my perspective what you think be very…er...er...cast a very canny eye over probably what is the underlying motives of the opponents. 

6:12:04 In terms of ethical considerations the objectors are essentially presenting their own personal views as the ethics framework or criteria to judge the application by and we would say the ethical frameworks are much wider than that…er...much wider than personal views…er…emotional or spiritual or other considerations that individuals hold.  There are very important ethical considerations about doing good, minimizing harm, justice which is about doing things wisely sensible use of resources, fairness and equity about groups in society and appropriate sharing of risks and benefits and so on and and in this case animals welfare interests and we belive that these things are well considered, very well considered in the application. But to perhaps to summarise the ethical considerations more precisely…um…um…is their personal objection against transgenic animals more important than the personal preference of those who would support it? And I think those things really cancel each other out in the objective consideration which you are expected to …er…um…comply with the more appropriate measure of ethical considerations. The important [5 minutes John]

6:13:39  OK um another point I made earlier is to establish if the research goal is achievable it is important that the research is allowed to go ahead because many of the arguments against this….r…well you shouldn’t be doing this because you haven’t go any evidence but you will never get any evidence unless you can start the process. There is a circular logic which says you should never do any thing unless you know before hand that it is going to be effective and produce the outcomes we wanted and its always going to be perfectly safe and perfectly effective.  I want to highlight a few points in the submission that…er…we made...er…in the past we made proteins for the Lysosomal disease have been attempted to be extracted form human urine, manufactured in yeast and bacteria and so on and in all cases it was to good enough it was the characteristics of the protein with things like glycosylation and phosphoralation which were not there is the way they needed to be, it was essential to use a mammalian system.  What has been done in fermentation in vats, for these ones has required…er…er…not yeast but Chinese hamster ovary cells lines… er…which are the very common mammalian system…um...but these have been found to um to be very expensive and I refer to the early stage where Pharmac doesn’t like the idea of having to pay ½ million dollars per patient per year as probably a minimum cost for treating a relatively young child and you scale up to three times that cost of someone who might be my weight when its done on a milligram per kilogram of body weight…er…therapeutic application.  

6:15:43 The Royal Commission actually on this point and we called expert witnesses to rebut the evidence given by the Greens, or Greenpeace I am sorry I can’t remember at this stage which one it was I think it was the Green party, who argued that this would be unethical because there are satisfactory  alternatives available. The Royal Commission and I quoted before chapter 7 para.103 p.161er said that transgenic animals are more likely to produce medically useful proteins and in support of this the current situation with Genzyme which is the largest producer of recombinant therapeutics it is in the production process at the present time because its “Chocell” facilities have had a viral contamination which has led to a shut down for many, many months and other production problems and there is a scramble going on to try and allocate  precious and scarce medicines to the patients who are most in need. of  and people having to take treatment holidays in the process in fact they may suffer a decline in their health as a result of the fact that there is not a suitable alternative method of production. The, we heard before about the question of whether this can be done effectively and yes Pharming some time ago produced a human therapeutic protein for Pompe disease and… er… in a trial treated a young boy who survived a always fatal disease in infancy and has gone on to live a healthy life but there were a difficult getting a reliable gene expression in rabbits because you had so many of them there was a huge breeding programme and therefore they reverted back, the company who took over the IP when Pharming folded which is the “Cho cell” fermentation process that I referred to earlier, but that is caught up in this production crisis and this major problem about the developing these additional therapies. AgResearch has referred to things I am not familiar with which is the additional ere r transgenic product which has been licensed in the United States and the EU for human therapeutic use um and to monoclonal antibodies as being a potential development the one which will be familiar to NZ’ers, is Herceptin, if we cannot fond a cheaper way to produce Herceptin who will pay for all the Herceptins in the future? I am sure everyone in this room must have been aware of the debate if it was affordable to New Zealand to spend the money that was being asked of it. So I want to finish by saying that by having these proteins which are effective safe and are targeted to the right organ is absolutely crucial A recent paper was talking about epitopes now can be added to these proteins and if you get them in the er in the right construct on the enzyme it may well over comes some of these problems of the blood brain barrier by targeting the protein into the vascular system which will draw it very close to neurons. A lot of very exiting information coming out and what is absolutely crucial is we capture that opportunity to find out if it can be done, to find out to, find out if it will work and the only way to occur is for an approval to be given for a research project such as you have before you and we comment that to you with all our enthusiasm.

6:20:06 KE - Thank you John 

MS – I was um very interested to hear your submission, thank you for that, I am curious about how many people are affected with these sorts of metabolic diseases.

JF - For this particular group it’s about 1:5000 the international epidemiological studies suggest that. So they are very rare and allowing for that there are about 45 of these diseases within that 5000 total some maybe one patient in New Zealand others .  . . . there may be no current patient alive because the incidence that a baby may be born every 3-4 years is or at even wider intervals where the incidence is 1:1million, 1:4million for some of them but when that patient er when that baby is born and is identified with um this problem with their muscles which will affect their heart and kill them before they reach their first birthday, There is now an effective treatment available but its going to cost something like a $million a year on average for perhaps the first 20 years of their life. Um it is crucial that an alternative to the highly vulnerable production process is found. 

6:21:44 MS – and looking at the number of diseases you are dealing with,, its quite a large number in fact each one would be a separate research project in effect  the framework of the programme [yes, yes]  and obviously fairly costly for a solution for each and every one how would you go about prioritizing if you were AgResearch?

JF – Well I er inevitably would have to look at what can they possibly commercialise I mean that must be an imperative for them.  If you ask the patients they may have different perspective based on their particular…er… um disease that affects their family but as group we wouldn’t attempt to decide which ones should be done next. We think there needs to be judgment which involves the medical community, the scientific community and input from the patient community as well having the discussion about these but in the end the nature of the production of a very complex pharmaceutical which is going to require major investment and clinical trials done on a national basis and so on must have a very, very strong commercial aspect to it or it will never ever succeed.

[inaudible] MH - Can I just ask on that point about the 1:5000 is that a global figure or is that that the figures for New Zealand?

JF – It is believed to be a global figure but there will be variations to incidence and so because they are so largely autosomal recessive ere r by way of inheritance there will be particular populations that will have a much higher incidence and so in some parts of the Mediterranean or the French Canadians or the kasian population, southern United State’s Israel, and Middle East there are some much, much higher incidences even the Irish which I am descended from ah there is some tendency for these diseases to be in… ah…higher incidence so ah so the figures were established from a study done by…er…a Lysosomal disease research unit in Australia where they did a broad ranging population study over many years you know over many…um… er… 100’s of 1000’s of births to see if they could establish what are the…ah…true incidence was survey may well be more common. 

6:24:18 –MH Just the ... um…just the I am doing some other research on another group about how is the World going to feed the 6.5 billion that will be on the Earth in the next 20 -30 years so in just work in those figures then there’s going to be this is going to be a a significant rare disease disorder.  So I am just trying to get a handle on this so the other one is the point is um seem to be in the nature of this kind of research that this is very much about beginning in the here and now but actually looking into the future and saying this kind of research is necessary to if I heard the applicants…er…case…ah…they are trying to address and anticipate global needs both in food, now you are talking medicines and so forth…er…have you…

6:25:14 JF - I have only commented about one very rare and one very narrow group of rare disease there um there are many, many more and the future of personalized medicine such as well in fact Herceptin for her2 positive breast cancer is an example of that if Herceptin had been produced and beneficial for breast cancer you would need to treat everyone in order to get those who it particularly mutation you have when you have the knowledge of who has the mutation  and who hasn’t you can leave out the 80% who would definitely not benefit from it  and you can concentrate on treating the on the 20% that is one of the reasons the cost goes up because you have a much, much smaller population base. 

6:26:02 and so cost effectively some of these are more cost effective than something like “statins” which is used to treat tens of thousands of people because you are treating 100’s to get the beneficial infected 1 or 2. but in these for one of them which is being treated for 1 of them you are treating 1 patient and you are making particular decisions about whether you will treat that patient or not based on the total presentation of the disease and the other part I would say about all, all sorts of things about technology…um …and the…um…need for research to make sure we keep ahead of the game if you like because how will we feed the millions…er…the billions..r…in food but in medicine how will we treat the diseases which have been more and more identified where the child doesn’t have a few problems then die …[laugh] the child has a few problems then gets diagnosed then there is research that maybe here is a treatment. 

6:27:03 Same sort of thing happened with...er… kidney dialysis to…er…treat people with renal failure at the time it was perceived to be absolutely unaffordable over the top probably even unethical to consider spending health $$$’s on that type of investment now its pretty much main stream and while I am sure some of the health economists look closely at the cost of dialysis they don’t choke and have a fit at it, it, they build it into their systems and processes and into their health budgets, so we need to keep on striving forward all of the time because…um…we will get to …if we don’t continue to do that disease burden will over take us and we can only keep on top of it all by constant research and constant exploration to try and find solutions.  Some of which like these ones will be expensive, if we can halve the cost of these it will be still very expensive but some will be great money savers as many other er um discoveries in medicine have proved to be. 

6:28:08 - MH  – Just one final comment seeing as we are discussing something like this I would just like to ..pursuing this if I may …um…um…we can observe I think both in New Zealand and globally rapidly changing perceptions of moral imperatives about the care of citizens and peoples for instance I used to be in development systems aid in for over 34 years in the Asia and Pacific but there was once upon a time where it was acceptable to let a lot of people die if you tried to do emergency relief in earthquake 20-30 years ago you just practiced triage stuff straight away.  But today you can watch a disaster in places like Haiti where countries all converge to save one person, and dig away to find someone. See what I am getting at just touching on here how, how peoples…ah…moral…perceptions change once they get a hint it’s possible to do something about something. So I am just coming back to some issues raised in this type of application which is very much in the here and now but anticipating a future where it is no longer acceptable to let people even with the rarest or in the most awful disaster circumstances just to let them die without trying to do something about it, you see where I am heading with this, [I…I.I...] just by way of discussion, open up to discussion because I do feel the application is about the here and now and very much into the future and somehow we need to make a decision in 2010 [yeh] is now the time to do it  or do we wait? 

6:29:58 JF – And… and… I think the best time was always five years ago the second best time is right now…um…um… and if we take rare diseases some of which are individually so rare that almost no one has ever heard of them or very, very difficult to diagnose them but take into account the fact that well depending on whose list you look at there is somewhere between 8 and 9000 different rare diseases and if you add them all up and put them together collectively they turn out to represent about 8% of the entire population. In which country you are in 8% will be affected by a rare disease and rare diseases it is not morally defensible to say they are not in the too hard basket. Many decades ago they were in the too hard basket because there wasn’t enough knowledge or enough technology to be able to do anything about it. The growth of genome knowledge and the growth of technology is bringing us to a point that for many more of we can do something about them now and it places a moral imperative to actually do something. And stop, stop, the actually doing something towards further progress is need to have some very, very strong…um … counter arguments against it and for the fact that someone wants to know a bit more specifically about which little bit of plasmid or attenuated little virus you will put into the animals on what day and where and so on is, is nitpicking to the n’th degree in my view.  I have confidence in our science system and our regulators because this is the way it has been for generations and generations even though there are pot holes in the road on a few problems.  For the sufficient weight and integrity and good intention and regulation and sensible rules and ethical and moral judgment about things to say we won’t do silly things we won’t be careless we will try to do the best that we can to produce benefits for our population. 

6:32:23 KE -  Thank you, John I think that’s a very thoughtful end to this session I would lie to adjourn this session now until tomorrow morning. Thank you all the submitters…no I think we have gone beyond time thank you.  Thank you everybody who made a submission Thank you everybody in the way you are acting an an submission and discussions I really appreciate it thank you….Thank you 

End: 6:32:51 
ERMA Hearing. 1 March 2010
ERMA200223  Hearing. 1 March 2010

