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PRESENTATI ON BY NATI ONAL NUTRI TI ONAL FOODS
ASSQOCI ATI ON OF NEW ZEALAND

Good norning, M Law, is it?

MR LAW Yes.

CHAI R:

We're | ooking forward to hearing your
presentation.

MR LAW Thank you.

[9. 31an]
MR LAW My nane's Ron Law, | represent the New Zeal and

Nati onal Nutritional Foods Association, which is an

Associ ation of Industry Suppl ement Conpanies,

i ncl udi ng manufacturers, suppliers, distributors and
retailers. W also have a few practitioners but not
- we don't represent those per se.

Qur organi sati on nenbers contribute approxi mtely
100 million dollars to the econony in terns of sales,
substantially nore than that in economc terns.

| don't want to go through the subm ssion that we've
al ready presented to you in detail, you can read
that. You can read there that we believe that our
consuners have the right to inforned choice, and for
us informed choice is about giving people information
and treating people as - our consumers as intelligent
human bei ngs, so that they can actually nake
decisions for thenselves. And, ny experience as a

| ecturer, at the Auckland University of Technol ogy, |
don't represent themtoday but that's ny day job, ny
experience with students even, is that if you give
theminformati on and you set their nminds free, and
enable themto ook at the information they're given
fromdifferent perspectives, then they actually -
there's a huge intelligence there that enables them
to reach decisions that they thenselves are
confortable with.

We have a concern anongst our nenbers about the
devel opnent of the dual food chain, and the extra
costs involved in that, conpliance costs.

Now, having said that, the overwhelnming mgjority of
our menbers woul d be weighted in favour of not having
CE rat her than having GE. However, not all of our
nmenbers have one view. So, what | want to do today
is to go through some of our experiences in ternms of
regul ating of foods, and to critique a nunber of the
Austral i a/ New Zeal and Food Aut hority docunments and to
hopeful |y show that ANZFA is in fact not follow ng
their own policy, but in fact they have not done risk
analysis, and, in fact they - the basis on which they
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are making their decisions is not a scientific basis
at all.

Now, to support that, the NNFA - we conplained to the
Parliamentary Select Commttee, Regul ations Revi ew
Sel ect Conmittee, and this was in relation to a

regul ation that was inposed by the Mnistry of Health
here in New Zeal and regarding the | abelling of bee
products, and in particul ar Royal Jelly, but there
were ot her bee products as well.

Now, this - there are two docunments, there's the pink
docunent and the bl ue document. The blue docunent is
actually the report of the Select Committee that was
tabled in Parlianent in July 1999. Now, this
Parlianmentary Sel ect Conmittee was chaired by

Jonat han Hunt, Ri ght Honourabl e Jonathan Hunt, and
they nmoved in the House of the Parlianent of

New Zeal and that these regul ati ons be revoked.

Now, that's only the second time in the history of
New Zeal and that a Sel ect Conmittee has noved; the
Chairman of the Select Conmittee has noved in the
House of Parlianent that regul ati ons be revoked, and
their conclusion was that the Mnistry of Health, and
t her ef ore ANZFA, because ANZFA was the driving force
for these regulations, the Mnistry of Health abused
their regulatory powers and they did not follow
scientific process, they did not do risk analysis, as
they not only were supposed to do, but as they said
they had done. So, if | could just table that as a
report.

Now, this, you will appreciate, is a scanned copy,
it's on the net at Beekeepi ng Associ ation's website;
you can get it at Whitcoulls inits formal form as
wel | .

As a consequence of that report, and | obbying from
our Association, the Mnister of Health at the tine
was forced to, or he decided to, undertake a
scientific review of bee products. And he
established a five-person review group, and there
were five Terns of Reference. And in all five Terns
of Reference this review group found agai nst the
Mnistry of Health. And, in essence, they therefore
found agai nst ANZFA. And they found that, if the

M nistry of Health had undertaken the risk anal ysis,
proper risk analysis, they would have reached

di fferent concl usions.

Now, ANZFA has, to this day, refused to accept the
findings of this report. This report has been

rel eased over a year; they have proposed a

nodi fication to the warning | abels on bee products,
particularly Royal Jelly, but in doing so they have
created another anomaly, and that is being del ayed,
and as I'll go through some of the evidence, there
are reviews going on in Australia as we speak
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Now, as sure as night follows day, there will be a
significant Inquiry in Australia into the regulating
of Royal Jelly, and the falsified and fabricated data
that is being used to inmpose the regul ations.

This report, the scientific review, finds that two
Coroner's I nquests' conclusions were wong in
science, in fact, because they had been fed wong
i nformati on.

That's a very strong opening ganbit, | appreciate -
realise that, but | want to now just go through sone
of the regulatory issues that concern the NNFA
Personally | have had a great deal to do with this
over the last few years, | have had a great deal to
do with ANZFA, and the Therapeutic Goods

Admi ni stration.

You m ght ask why |I'mtal ki ng about Australian
organi sations, twofold. ANZFA is an Australian
entity that the New Zeal and Governnent has ceded
sovereignty in relation to the establishment of food
standards. The New Zeal and Governnment pays the
Austral i an Government about one and a half mllion
dollars a year, or thereabouts, to adm nister food
standards for New Zeal and.

The Food Standards Council that actually finally says
"yay" or "nay" to food standards, there are nine
Australian Mnisters on that commttee, and one

New Zeal and M nister; one vote out of 10. So, it's
hardly a joint bi-national entity.

The Ther apeutic Goods Adm nistration does not, in

t heory, have any role to play in adnministration of
laws in New Zeal and, but there are nopves in the w ngs
that are happening, to incorporate a joint

Ther apeuti c Goods Agency for Australial/New Zeal and,
and it's intended, my understanding, that this would
be on a 50/50 basis. But, given the size of the
Australian system the size of the New Zeal and
system it's quite evident that the weight of

i nfluence will emanate from Australi a.

| also want to raise an issue in relation to ERVA,
and I'll start with this; it won't take very |ong,
and then I'lIl nove into the Australia/ New Zeal and
Food Authority experience.

E-mails - e-mail is a fascinating technol ogy, and, as
with all technologies, it can be used for good, it
can be used for bad. As a person who uses e-nmils

every day, | probably get 100 or nore e-mails every
day. M wife, | think, would be seeking counselling
before too long in terms of the amount of tinme |
spend corresponding with e-nail. | realise that

sonetines it can be a trap

These e-mails I'"mgoing to present to you now, |'m
not going to divulge who they cane from I|If you want
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to know | can give you that, so longs that is not

di scl osed any further, but I'mwlling to give you
the nane of the person so that - if you wi sh, and you
may even choose to go and speak to that person in
private.

W don't do that actually, M Law. W don't speak
to people in private

MR LAW In this particular case that nmay actually be

worth considering. But anyway, if | can just present
these three little e-mails first, and that's for you
as a Conmi ssion to decide.

This is on a risk analysis e-mail, and | joined this
because | wanted to tal k about risk analysis, about
what risk analysis had done for genetically

engi neered food, because | couldn't find any. So

t hought, what better means than to go not experts to
ask the question.

"“In response to Ron Law | would like to point out

t hat New Zeal and HSNO | egi sl ati on does not require
ERVA to carry out risk analysis, it requires the
applicant to carry out risk analysis". This is the
first response to a request that | asked.

This was foll owed up the sane day. "Hello Ron, it
may be nore useful to continue this off-line since,
while the issue is of general rel evance, our
correspondence need not be. | amnot using nmy ERVA
signature because |'m not speaking for ERMA on this,
but I amt - and |'ve deleted what - who the person is
or what they do, "hence ny interest in cleaning up
on-line what ERVMA's role and responsibility is. You
are, of course, correct with regard to ANZFA and t he
i nks between ERVA" - what | said was that there is
no formal |ink between the two, and ERVA can approve
the insertion of human genes into cattle and the

vol ume of cattle can be ranped up so that there are
mllions of cattle or sheep in our paddocks, and then
there's pressure to do sonething with the surplus
stock, and so then ANZFA approves that for food, the
i ncorporation of the food chain

The question | was asking at the tine was, do we want
human genes in the food chain, re - put back into the
food chain? W' ve noved away from cannibalism Part
of the debate was, you know, is one gene canni balism
is two, three, ten, one hundred, how many genes?
Were do we stop?

You are, of course, correct that if the research is
successful, the applicants will then proceed to
request release, this is in relation to the Bel gi um
sheep, and will apply to ANZFA for a food standard,
but under the legislation that cannot be an issue for
ERVA when considering the present application. You
m ght say it ought to be, but it isn't. You are also
correct that the risk analyses that we get with
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applications, are not "formal" risk anal yses.
However, we have had sone reasonable attenpts - this
is ERMA, a representative of ERVA - we have had sone
reasonabl e attenpts, and we continue to encourage
applicants to get nmore formal. W expect to publish
a Risk, Cost and Benefits Technical Guide shortly.

This is a third e-mail which says, "I am appendi ng ny
direct response" - blah, blah - "conscious" - | agree
that the | aw and practice are often quite different,
and other issues we face is the difference between
what was intended when the law was witten and how

| awers interpret it. As stated several tines, we
have only had qualitative risk anal yses presented to
ERVA, and they are not very good. But applicants on
the whole are willing and, with one notable
exception, trying to do the best they can to ensure

t hat contai nment i s maintained.

I think that the key here, in this particul ar e-mi
here, is, they have only had qualitative risk

anal yses presented, and they are not very good. And
yet, it's on the not-very-good ri sk anal yses that we
have a statutory organi sation in New Zeal and maki ng
deci si ons about the rel ease, or even contai nnent in
the first instance, of a brand new technol ogy; we
haven't been there before, we don't know where it's

goi ng.

Qualitative risk analyses presented, and they are not
very good.

I"d like to - that's all | want to speak to in terns
of ERMA.

In ternms of ANZFA: This is from ANZFA' s subm ssi on
to the Royal Conmission. "Under the Treaty,

(Annex C), New Zeal and may "“opt-out' of a food
standard if it considers the standard to be

i nappropriate on the grounds of exceptional health,
safety, third country trade" - blah, blah - "To date
New Zeal and has not fornmally opted out of any food
standard". That's true and you will notice that they
say they have not formally opted out. In fact,

New Zeal and has opted out in terms of the

Royal Jelly. The regulation that was inposed wasn't
what had been inmposed in Australia, and the reason
for that was because the Mnistry of Health was
grossly unconfortable with the severe warning - the
severe wordi ng of that |abel

As we speak, the Mnistry of Health still has not
changed the warning | abel as recomrended by the
conmittee, they are waiting for ANZFA' s response.

Wien |'ve asked them why doesn't the Mnistry of
Health just take a unilateral position? Seeing as
Australia has been proven wong, ANZFA has been
proven wong, scientifically, methodol ogically,
procedurally it has been proven wong. And this is a
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quote froma senior health official, and the Mnistry
of Health has been echoed if - by a senior officia

in the Mnistry of Conmerce, nobody will establish a
precedent in terms of opting out. No official wll
put their Mnister in such a position

So, we have a clause, an opt-out clause, but we have
officials saying that nobody will enable it because
they don't want to be seen to have set the precedent.

We have a Select Conmittee that says that ANZFA was
wong, we have a scientific review that says ANZFA
was wrong, and yet ANZFA won't accept that they're
wWr ong.

Bl SHOP RANDERSON: Bef ore you go on, M Law, just on that
point; | mean the view of the Select Committee and
the scientific review, are they just sort of
recommended i ndustry things for ANZFA to consi der?
They don't have any binding or mandatory power to
requi re ANZFA to make a change?

MR LAW In terns of the Select Committee recomrendati on
t he House in New Zeal and coul d have revoked the
regul ation. Unfortunately for us, the election
i nterceded which nmeant that the notion | apsed on the
fl oor of the House.

Bl SHOP RANDERSON: So the path should be by changing the
law, until the | aw was changed, ANZFA carries out the
| aw as they have received it?

MR LAW Yes. And, no politician will want to stand out
from ANZFA, because that will create an internationa
pr ecedent .

This is froman ANZFA docunent "Under the

M croscope”. This is ANZFA's wordi ng, "ANZFA
assesses the safety of GM foods by carefully
exam ni ng the new genetic material, new proteins and
ot her characteristics of individual types of

GM foods. To ensure that assessnments are based on
the best current scientific know edge, |arge amounts
of information and detailed scientific data are
obtained froma variety of sources".

The question | would like to ask is, where is this
| arge anount of information? Were is it?

I have looked; | can't find it in any of ANZFA' s
documents. Now, in this docunment they have their
references, and they tal k here about, "Based on best
current scientific know edge", this is their

st at ement .

This is a list of references in one of their
assessnents --

CHAI R: M Law, where did you take the previous extract
fronf
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MR LAW This is fromthe website document.

CHAI R: This is ANZFA's submi ssion to this Conmm ssion?
Sorry, | just want to identify it.

MR LAW Just off the top of my head | can't answer that,
but it's certainly off their website. | suspect it
is, but I can find that out for sure. Modst of these
I have actually got.

MR HODSON QC: If | can be of any help, sir, it |ooks as
though it's very likely to be an extract of the book
| produced two or three days ago.

CHAI R: The one with the fancy cover?
MR HODSON C: That's the one.

MR LAW The key thing is, these are ANZFA s words, these
are ANZFA's words, "Based on best current scientific
know edge".

If we ook at the references they provide, this is in
t he assessment of corn, we can see a reference, 1999,
which is their guidelines. There's a 1995, a 96, 96,
96, 95. Now, this is their best current scientific -
and they' ve done a rigorous scientific research. |If
we look at that a little bit nore fully. If we |ook
at that a little bit nmore fully; we break them up
into five year groups, we can see that in the |ast
five years there are two scientific articles in their
reference list. Now, to be fair to ANZFA, if you
actually go through the docunents there are, with two
or three references, they haven't put on their
reference, they've referenced - they've put a nane
and a year, but they haven't included in this other
list, and this list does not include the half a dozen
docurents from Monsanto that they received.

But, they've done a rigorous literature search, etc,
etc, and there are two scientific docunents current
in the last five years; five in the |ast decade. And
ANZFA is having us believe that they have rigorously
| ooked at the last - at the current scientific
literature.

In their scientific - in their safety assessnent
report, ANZFA says, "There is a conprehensive set of
anal ytical data for the safety and assessnent of the
transgenic corn". \Were? Were is this
conprehensi ve set of analytical data? Were is it?
ANZFA says, "Simlarly, there is no evidence to
suggest that the transgenic corn would be nore likely
to cause allergies than the conventiona

counterpart”. Now, it says that corn is not a known
al | ergen.

Now, based on substantial evidence, having concl uded
that corn is not a known allergen, that nmeans it's
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equi val ent to normal corns; we don't have to do any
nore studies. This took nme about five mnutes to

prepare. [Shows docunment]. | went to Medline,
PubMed. | put two words into the search engine,
"corn" and "allergies", |I hit the "search” button

and | hit on abstracts and text, and then copied it
over into ny word processor. It took ne five mnutes
to prepare this document, this is the mauvey-purple
one. In here you will see there are 59 references in
Medline to corn and allergies. | didn't go
allergens, | didn't go allergy, | just put those two
wor ds in.

Now, admttedly, not all of these references refer to
allergy - corn allergies. It mght be an article
about allergies, and they just happened to nention
the word "corn", but nost of themare.

I"d like to draw your attention to reference

nunber 6, which is on page 3. This is the purple
document. And this is a study in 1998, which

suspect - | would classify as current, in relation to
food allergies and children up to 5 years of age in
Poland. Now, it's witten in Polish, and if you are
famliar with western nmedi cal thinking, anything in a
foreign | anguage, in a | anguage other than English is
of dubious scientific val ue.

If you read through here you will see that corn is a
significant allergen in this group of children in
Pol and.

If you turn over the page to reference nunber 11, you
will see here that corn pollen is a significant
source of allergies in this group of children - child
asthmatics in South Africa. ANZFA states, "Corn is
not a known allergen, therefore we don't have to do
any tests on it". | subnit that corn is a known

all ergen, and we know that the nore a food is
consunmed, the nmore of a problemit beconmes, from an
al l ergeni ¢ point of view

For exanple, in New Zealand rice is not a significant
problem froman allergy point of view In Japan, it
is, because in Japan rice is the main food, staple

f ood.

Where is ANZFA' s evidence to say that transgenic corn
will not be nore likely to cause allergies than
conventional corn? This is from GV Foods and the
Consuner, which | suspect was the book you were

tal king about. |It's a book for everyday - for
citizens to read. "Setting the standards for

GM foods, in doing so, ANZFA takes an extrenely
cautious approach to GM foods". "Extremely cautious
approach to GM foods". ANZFA's words to the public.
“I'n the future the sanme approach will be applied to

the safety assessment of other foods that have not
previously been present in our diet (novel foods and
irradi ated foods)". These are ANZFA' s words. "The
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sane approach will be applied to the safety
assessnent of other foods".

If you go to the food standard, or the guidelines for
anendi ng the food standards for novel foods, you wll
see sone interesting points here. You will see, they
do nmutagenicity studies, three nonth rodent studies,

l ong-termrodent studies if required, human

tol erati on studi es, post-market nonitoring of adverse
effects. In the case of any of the GE foods, ANZFA
has not done any of those, nor have they requested
any of those to be done, that |I'maware of. They say
"three nonth rodent studies”, this is for
toxi col ogi cal and nutritional data, this is for macro
conponents. For extracts of plants, allergenicity
studi es, nutagenicity studies.

If we ook at single ingredient foods, | suspect corn
starch will be one of these potential for
allergenicity, three nonth rodent studies,

nmut ageni city studi es, post-market nonitor of adverse
effects. ANZFA say they apply the sanme standards.

In all my readi ng of ANZFA docunents, to deemthat CE
foods are safe, there was a rat study of 14 days, a
couple nore rat studies of one month, | think, so
there was a 6 week study and 10 week study. | have
never seen a study lasting for nore than ten weeks,
and ANZFA is telling the public that they are taking
an extremely cautious approach, and that they are
going to use exactly the same standards for nove
foods. Yet, when you conpare what they are doing
with what they are saying, two totally different

t hi ngs.

Now, |'ve got a reasonable anpbunt - nore evidence to
go through, but I'd just like to state at this point,
that what we're seeing here is exactly the sane as
what we saw with the Royal Jelly. ANZFA nmade up
their mnd and then they went | ooking for evidence to
substantiate their opinion, their mnd. They did not
go into the research process with an open m nd

And what we're seeing here, they do one thing and
they say another. Now, this is a strong statenent,
it's exactly what we put to the Select Committee,
what we put to the Scientific Review, and what |'m
putting to you now, is that ANZFA says one thing and
does anot her.

Now, all I'mdoing is critiquing ANZFA's own
docunents, |'m stacking ANZFA's own docunents side by
si de.

Bl SHOP RANDERSON: Can | just ask, |eaving aside the

Royal Jelly question, but other novel products that
your nenbers m ght be bringing, you know, on to the
market, | nean they would be subject to ANZFA testing
as well, would I be right?

MR LAW At the noment no, because dietary supplenents are
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1 actually outside of ANZFA. Now, having said that,

2 bureaucracy - | still haven't got to understand

3 bur eaucracy; | hope none of you are bureaucrats

4 but --

5

6 Bl SHOP RANDERSON: Certainly not.

7

8 MR LAW ANZFA regul ates foods, except dietary

9 supplenent. |If you sell Royal Jelly, for exanple, if
10 you sell it in a jar and you eat it with a spoon

11 that's deened to be a food. |If you put it in a

12 capsul e, that's deermed to be a dietary suppl ement.
13 So ANZFA regul ate the jarful of Royal Jelly, but not
14 the Royal Jelly in the capsule. So, ANZFA, by | aw,
15 can put the warning |abel on to the jarful of

16 Royal Jelly, and then we've got this discrepancy

17 because this Royal Jelly has a warning, this

18 doesn't - so we rnust fix this discrepancy. So

19 t herefore, we nust put the warning |abel on to the
20 capsul e.

21

22 Bl SHOP RANDERSON: As far as your nenbers are concerned,
23 there's nothing, apart fromthe Royal Jelly, that

24 woul d cone under the oversight of ANZFA, because

25 they're all dietary suppl enments?

26

27 MR LAW If Vitamin Cis sold in the jar, and you eat it
28 by the spoonful, it's food, if it's in a capsule

29 it's a dietary suppl ement.

30

31 Al so, as was being said, which was news to ne, and
32 have great deal of dealings with ANZFA, it was news
33 to me that there's a new Australia/ New Zeal and Food
34 Aut hority being set up next year. That's news to
35 me. | knowit's being worked through for

36 t herapeutics. Wat | do know is that dietary

37 suppl enents are going to be brought in under the

38 Australian system one way or the other

39
40 Bl SHOP RANDERSON: If this were, then would you expect the
41 sanme tests, that you've got asterisked here, to be
42 applied to them as you are suggesting they should be
43 to GM products?
44
45 MR LAW Ckay, what |I'mhighlighting here is the tota
46 i nconsi stency in ANZFA's procedures and their
47 nmet hodol ogy. Which one's right or wong, |'mnot
48 maki ng a judgnent call on that, | think each
49 particul ar food item needs to be | ooked at

50 individually. | don't think there is a "one size
51 fits all". But what | do - I'man extrenely strong
52 proponent of evidence-based regulation, and I'ma
53 strong proponent of good regul atory practice, and --
54

55 Bl SHOP RANDERSON: Yes, | don't have any difficulty with
56 that. The point of my question was just, that

57 whet her you felt that the inconsistency, that you
58 descri bed in ANZFA, applies equally to non-GM foods,
59 as it does to GM foods?

60
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MR LAW Royal Jelly was the very first food in the world

to have a warning label on it, and when | talked to
phar maceuti cal conpanies they said the warning | abe
was nore severe than any drug that they know of.

Bl SHOP RANDERSON: |'ve taken that point.

MR LAW So, inconsistencies. ANZFA says that it follows

internationally recognised practices. Now, there's a
yel | ow docunent that | have given you there. This is
CGeneral Decisions of Codex Alinentarius Conm ssion.
Codex is a Wrld Health Organisation, United Nations
joint venture for introducing food standards around
the world. So, what ANZFA is doing for
Austral i a/ New Zeal and, Codex is doing for the whole
gl obe.

VWhen you read through their principles, they talk
about here, the role of science in decision-making
process, and tal k about food safety, risk
assessnent.

And, over the page - it's fromthe MAF website, and
MAF in New Zeal and are the point of contact for
Codex, they talk there about the role of science.
The first principle maintains of preeninence of
science. And it goes through four principles there.

Over the page, on page 3 there, there are eight
principles that the Wrld Health Organisation and
United Nations, or Food Agricultural Organisation
eight principles in relation to risk managenent.
Then, over the page, talks a little bit about risk
anal ysi s.

Now, if you go through, and when you go through, and
| really would encourage you to spend a consi derabl e
amount of tinme, and even bring expertise in to help
you work through things if need be, when you go
through ANZFA' s risk anal ysis docunments, it states in
the heading "risk assessnent”; fromthen on it talks
about "safety assessnent".

It's my conclusion that they're not actually doing
risk analysis, they're doing safety analysis. Now,
ri sk analysis |ooks for risks, safety anal ysis | ooks
for safety.

So, if you look at their risk analysis docunents, it
does not follow risk analysis procedure, it does not
even follow their own franework, as |I'll get to soon

Now, this is risk analysis, final report. This is in
relation to potatoes. Now, what's intriguing here is
the rel ati onshi p between ANZFA and the M nistry of
Heal t h.

Now, we like to think that the Mnistry of Health is

responsi bl e for ensuring safety of our food in
New Zeal and. That's not true. The Mnistry of
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Heal t h makes submi ssions to ANZFA, the sane as you or
| do. And this is just to give evidence of that,
"The New Zeal and M nistry of Health stated in their
subm ssi on" - ANZFA does not have to listen to the
Mnistry of Health. The Mnistry of Health here
stated that, "An investigation of the conbined
chronic toxicity carcinogenicity of newy expressed
proteins would strengthen the safety assessnent
report”. The New Zealand Mnistry of Health is
saying this; hey, we need | onger studies.

So, what's ANZFA's response? They state
that, "Several types of data are required to provide

a reasonable certainty that no harmw Il result from
exposure to the novel proteins”. "Several types of
data". And then they go on and they mix toxins and

allergens. They say here, "The information is

i ntended to show that the proteins behave as woul d be
expected of ordinary dietary protein, are not
structurally related to any known toxins (or
allergens)”. Now, toxins and allergens are totally
di fferent beasts, they shouldn't be m xed, and

al l ergens certainly shouldn't be put in brackets.
"And do not display any oral toxicity when ingested
at very high doses".

Now, in fact that was one study with one dose, and
the mce or rats were nonitored for 14 days. And at
the end of the 14 days the organs weren't even

wei ghed, the organs weren't even exam ned under the

m croscope. Now, this is what the Mnistry of Health
is saying, "Hey, |ook, we need |onger studies".
Here's ANZFA sayi ng, "Look, we've done the studies,
one test, one group of rats, one dose, two weeks,

Hey, it's safe".

Interesting too, this little adding "high doses" when
they've actually stated earlier that it was a single
st udy.

"Acute oral toxicity tests are done because it is
known that when proteins are toxic, they generally

act". Now, "generally act" would suggest to ne that
there's a degree of uncertainty there. [If it said
they "always act", | would say, hey, that's cool
certainty. "Generally act", that's telling ne that

there's a little question mark there.

Now, when you go through a risk analysis, a proper
risk analysis, this here would conme under a potentia
hazard, if they generally act, it means that
sonetines they don't. Now, that should be taken out,
t he wi ndow shoul d be opened and exam ned. They j ust
rationalise it

"ANZFA considers that the use of acute toxicity
tests, conbined with other information about the
protein, such as digestibility and structural
simlarity to known proteins, should enable the
identification of" - "should", that's an
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uncertainty. |If it said "does", that's a certainty.

Now, there's another little wi ndow of opportunity for
somet hing to go wong. ANZFA shoul d have opened t hat
wi ndow up and investigated it nmore; they didn't.

"Further toxicological investigations, such as the
chronic studi es and carcinogenicity studies,
suggested by the New Zeal and M nistry of Health,
woul d generally only be triggered" - again, another
uncertain - another non-definitive word.

"Ceneral ly", where's the judgnent call? If it's
generally, would "only be triggered"; where's the
deci si on-nmaki ng trigger?

M nistry of Health's concern, no worries, we've done

a test. One test, one dose. | venture to suggest
that if you took a large dose of nercury, it wouldn't
kill you. |If you took a | ower dose of mercury every
day for your life, | suspect you wouldn't live very

| ong.

In their submission to the Royal Conm ssion, Draft

Ri sk Analysis Report, it states - and this is in the
corn line, it states, "There are no known naturally
occurring toxins in corn, and it is not regarded as
an allergenic food", which is what | nentioned
before. You do the literature search and there is
nore than enough literature there to raise a question
mark. | would have thought that, if you went to an
area in Poland or an area in South Africa, where
there were known allergies to corn, it would be a
useful place to do sone clinical studies.

And here again, "Furthernore, an acute oral toxicity
study" - one. Here's a food that's going into the
food chain forever; one study, toxicity study, and
they say it's sweet.

I"d like to just read froma letter, and | got this
fromthe net; a wonderful tool, the internet. In a
letter dated 14th Decenber 1999, to the USA

Envi ronnent Protection Agency, Sally van Wert,
WE-R T, PhD, Manager, Regulatory Affairs,

Bi ot echnol ogy, Agrevo, A-G R E-V-O USA, said this
"There are currently no validated nodels (in silico,
invitro, or in vivo) for the prediction of whether a
gi ven protein possesses the necessary characteristics
to elicit clinical symptons of food allergenicity in
humans. There are currently no validated nodels. It
is estimated that sone 1 to 2% of the adult

popul ation may suffer fromfood allergies. Wth
today's technology it is virtually inpossible to
predict fromany single test, with any certainty, the
allergenic potential for specific proteins to affect
humans”. This is froma biotech conmpany to the

Envi ronnent Protection Agency in the United States,
with today's technology it is virtually inmpossible to
predict fromany single test with any certainty the
allergenic potential for specific proteins to affect
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humans.

And this is a quote from ANZFA. ANZFA says, "At
present no suitable animal nodel s exist that can be
used to test the allergenicity of food or new
proteins in food. However, several nethods have been
devel oped, based on current know edge, to assist in
predicting the allergenic potential of new proteins
in foods that have been produced usi ng nbdern gene
technology. As this is a rapidly developing field,
it is likely that nore predictive methods will be
devel oped in the future to assist in the assessnent
of potential allergenicity".

Now, what these two statenments say is that there are
no single tests, as we know, to predict with any
certainty the allergenic potential for specific
proteins to affect humans. And here we have ANZFA
doi ng one test, single dose, on one group of mce and
monitoring - looking at the mce for two weeks, and
determining with certainty that the food is safe.

Now, I'm not saying the food is not safe. What |I'm
saying is, there is sonething terribly wong with
ANZFA' s net hodol ogy. They are naking a definitive

j udgrment based on one test, when the scientific
conmunity says there is no one test that enables you
to predict with any certainty. So, they are
decreeing that it's safe, based on one test with a
huge question mark over it.

Again, this is fromthe docunent, GM Foods and the
Consuner. This is a fascinating little bit of
writing here. If we go through, 1'll read the |ot.
"The long-term safety of foods and substances found
in food is a subject of ongoing debate. Substances
added to food (food additives and processing aids)
and substances used in food production (agriculture
and veterinary chem cal s) undergo thorough safety
testing before being approved for use. In npst cases
the type of testing undertaken for these substances
cannot be used to assess the safety of whole foods.
None of the foods in the traditional human diet have
been tested in this way - none of them have been
tested in this way. GM foods undergo a thorough
safety assessnment that is appropriate for whole
foods". Ww, who wote this? They say for food
additives you've got to do all these fancy tests, for
whole foods in the diet. W don't do them

And so, GM foods undergo a thorough safety assessnent
that is appropriate for whole foods that we don't do
any tests on.

"There is no reason to suspect that the |long-term
safety of GMfoods will be any less than that of
conventional foods". | suspect that a |Iot of the
Wi t nesses before you have been giving you a whole -
reasons to suspect that the long-termsafety of GM
foods may be less than that of conventional foods.
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How can ANZFA reach the concl usion that these foods
are safe when they start with a mindset that they are
safe. And, because they are safe, we don't have to
do any tests on them

ANZFA, | thought by law, had to do risk assessment,
but they do safety assessment.

In this lovely docunent to the public, same document,
"WIl GMfoods be safe in the | ong-ternf
Nevert hel ess, the | evel of public concern has been so
great that some countries are |ooking into the
possibility of nonitoring GM foods in the

mar ket pl ace, for any long-termrel ationship that nmay
enmer ge between the consunption of these foods and
heal t h".

| would like to submt to the this Conmission, |'d
like to go on record, that once the GE foods are in
the food chain, it would be inpossible to determ ne
if they have an adverse effect on human being health,

because there will be so many confoundi ng issues
rai sed.
Now, 1'd like to give you an exanmple of long-term

studi es and how these are being nisused by officials.

Now, folic acids: Folic acid is a vitam n, one of
the B vitanins that is receiving huge scientific
interest. It's got trenendous potential - we know
that it prevents over 75% of spina bifida, cleft
pallets, it prevents a significant percentage of
cleft pallets, birth deformties. There's good
evidence that it has a major inpact on heart disease,
there's good evidence that it has an inpact on

Al zhei mer' s.

Harvard University have been following a group of
nurses for, | think something |ike 20, 25 years. It
started out about 100,000 nurses, and every few years
they send out a questionnaire to, "Wat are you
eating?", etc, etc

Now, with folic acid, a certain percentage of these
nurses take dietary supplenents, they take a

mul tivitam n that contains 400 micrograns of folic
acid, so it's possible to determ ne which of these
nurses are taking folic acid and which aren't. Now,
if they were eating corn fritters and potato, corn
chips and all the other things, nobody woul d know
whet her they are eating GE corn or not. You know if
you' re taking a capsule, okay?

Now, this denonstrates a significant flaw in nost
clinical studies in nedicine. The title of this is,
"Reduction of risk of cancer of the colon with
long-termfolic acid multivitamin. Now, it's been
identified that folic acid is probably the nost -
it's the active - the one that's making the
difference. Wen they follow these nurses, and this
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is the relative risk of cancer of the colon, so
relative risk of 1. After about 5 years there is no
difference. After, sort of 5to 9 years, there is a
little bit of a drop, but statistically not
significant. And, again, at 15 years, there was a
little bit nore of a drop but not significant.

Ckay. So, if I did a clinical study of folic acid,
and studi es have been done, say, for beta carotene,
and they've stopped them here, and they said, "Look
8 years, doesn't nake any difference, it doesn't
work. It costs too much to carry these studies on
it costs hundreds of millions of dollars to carry
these studies on". This one here, they've noticed
that after 15 years of use, long-termuse, the

i nci dence of cancer of the colon drops off by 75%
Now, they have - they've been brave enough to go out
into the wide world and say, "If you take a folic
acid multivitamin, it will reduce the risk of cancer
of the colon by 50%, because they don't want to
conmit thenselves to - | nean 75% who woul d believe
t hem

DR FLEM NG Can | clarify sonething there, we are stil
tal king about this long-termstudy of nurses. Are
all these wonen about the same age?

MR LAW M xed ages. M xed ages, | mean sone of them now
are retired and sone of them are younger

DR FLEM NG kay, thank you.

MR LAW What this highlights is that, if we do a test for
14 days, or for one nmonth, in ternms of long-term
effect, | mean it's totally neaningless. |If we did
it for 5 years, in the case of folic acid we don't
find anything. 10 years/15 years, we don't find
anything. |If we carry this on for nore than
15 years, hey, |ook, what we've found.

This is interesting because our health officials
refuse to accept this data. They're saying, oh, we
need clinical studies. dinical studies, going to
take at least 5 years to set up and at |east another
15 years, probably going to take 30 years to
conplete, by the tinme it's all published, and
everything like that. Then there will be a huge
debate and sonmebody will find sonething wong with
it, another generation' s gone.

Now, no study like this will ever be done on GE
because you don't take GE in a capsule, it's just,
you just eat it, it's just there, you don't know that
it's there, it's ubiquitous.

Now, if there's sonething, and |I'm not saying there
is, but if there's sonething in any of these GE foods
that, for exanple, reduces the efficacy of folic
acid; let's say there's sonething there that reduces
t he absorption of folic acid, what's going to happen
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in 15 years? You see, 5 years, 10 years, 15 years,
everybody's still happy, healthy, 15 years we start
seei ng probl ens.

ANZFA has not considered that in their risk analysis
at all. They've done a single toxicology study, one
dose, studied the rats for two weeks and declared it
safe. Wien the Mnistry of Health said, "Hey, we
need | ong-term studi es", ANZFA has said, "No worries,
we don't need thent.

The question | would like to ask is, you know, what
confidence can society have in a regul atory body that
says it undertakes rigorous scientific nethodol ogy?

Fromthe sanme reference; "Werever possible the
conposition of a GMfood is conpared with its
conventional counterpart, both through direct
experimentation, and comparison with acceptable
ranges of nutrients reported in the scientific
literature. Typical analyses conprise; vitam n and
m neral anal ysis".

Now, | saw fatty acid analysis, | saw am no acid
analysis; in all of ANZFA s docunments | have never
seen a vitamn or mcro nmineral analysis. |'ve never

seen an analysis for selenium for exanple. Now,
here in their own docunments to the public, to
reassure the public, "Trust us, we know what we're
doi ng". And, yet, when you go through their

net hodol ogy, they're not follow ng what they are
saying they're doing, they're not follow ng their own
policy. Now, it may be there, | haven't seen it.
Where is the vitam n anal ysis?

| made reference just before to the Wrld Health
Organi sation General Principles of Food Safety.
Principle 3 states that, "Ri sk nanagenment shoul d

i nclude the identification and systematic
docurentation of all elenents of the risk managenent
process, including decision-naking, so that the
rationale is transparent to all interested parties".

Now, | would |like to go on record, |I'man interested
party and | cannot find the rationale, or the

el enents of the risk managenent process, in any of
ANZFA' s reports; it's not there. They've done a
safety analysis, they haven't done a risk anal ysis;
they haven't identified the hazards, they haven't
characterised them they haven't |ooked at the
exposure of the population to these, they haven't

| ooked at the potential, what could go wong, they
haven't | ooked for options for nanagenment of those
risks.

This is attachnent 4, | believe this is to the Roya
Conmi ssion, and it states - this is about the Wrld
Trade Organi sation, and ANZFA says that we subscribe
to the Wrld Trade Organi sati on agreenents, we're a
signatory to it, we're bound by international |law to
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the Wrld Trade Organi sation protocol. "The Wrld
Trade Organi sation agreenents are predicated on a set
of underlying principles, that standards and ot her
regul atory neasures should be based on sound
scientific principles".

| would argue that a great deal of what ANZFA does is
not based on sound scientific principles. There are
scientific principles there but I would argue that
they are not sound. "Devel oped using consistent risk
assessnment practices". | did a word search on one of
their final risk docurments, and |I've | ooked through
others, but |I did a word search on the word
processor; the only time "risk assessnment” came up
was in the header at the beginning. Fromthen on it
was "safety assessnent”. | cannot see in all of the
docunents, and if I'mwong please point it out to
nme, they have not done a risk analysis.

"Transparent”. | would question the transparency.
| could nmake some nore conments, | won't.
This is ANZFA's own docunent, it's not in the pile

that 1've given to you. But this is their framework
for the assessnent and nmanagenent of food-rel ated

health risks , Septenber 96. |'ve checked with
Hugh Baber, this is their docunent. The contents in
here, if I could just read through it. It talks

about the concept of risk, it tal ks about
food-related risk. Then it goes, "Steps in the risk

assessnment process". And, this is a diagramfrom
their own docunent. It says, "Risk assessnent
i ncl udes hazard identification". Now, if this was

transparent, if they had foll owed procedure, there
woul d be a section in the docunent headed up

"Hazard ldentification", or words to that effect.

And then they woul d go through, and the various

i ssues that have been rai sed before you over the | ast
weeks, and in weeks to cone, they will be there and
they will be addressed, and there will be literature
fromsome of the witnesses that you've heard from
it's out there, but it's not used because it's not in
current thinking.

Hazard characterisation, exposure eval uation. Now,

t hese foods, everybody's going to be exposed to them
and risk characterisation. |If you go through the
ANZFA docunents you will not find any of this, and
yet this is their procedure for risk analysis. They
sinply haven't done it. |It's a wonderful docunent
but they've never used it.

They even have a section which defines all of the
ternms here. They talk about risk assessment, the
scientifically-based process consisting of the
following steps: Hazard identification, hazard
characterisation, exposure assessnent, risk
characterisation. They haven't done it.

31 January 2001



O©CoO~NOOOUTPA,WNE

OO OO oI RADRMDMBEDIMDIADIEMDIADRADRNWOWWWWWWWWWWNNNNNNNNNNRPRRPERPRERPERPRERER
QUOWONOUIRARWNRPOOO~NOUDPRARWNRPFPOOONOURAWNRPRPOOONOUORRWNRPOOO~NOOPRA,WNEO

3189
National Nutritional Foods Assoc of NZ

So, a question | would Iike you folk to answer in
your deliberations is, why has ANZFA only undertaken
safety assessments and not risk assessments?

Now, this is again fromone of ANZFA' s docunents, "If
it is accepted, that all foods should neet such a
basi ¢ |l evel of safety, then the purpose of a safety
assessment of a food produced using gene technol ogy,
is to provide this basic |level of safety, and to
confirmthe substance as a food, with all the
benefits and risks normally associated with food"

and that's from guidelines for the safety assessment
of foods to be included in their standard A18. |It's
of f their website.

So, essentially what they're saying here, the purpose
of a safety assessnment of food produced usi ng gene
technol ogy, is to provide this basic |evel of safety,
and to confirmthe substance as a food, with all the
benefits and risks normally associated with food. To
confirmthe substance as a food. The purpose of what
they are doing is to confirmi.e. we believe it's
safe, we want to confirmthat it's safe so that we
can deemit to be a normal food, i.e. it's
substantially equivalent, therefore we don't have to
do any tests on it, because we don't nornmally do
tests on normal foods, and this is a nornal food.

VWi ch brings us to the Precautionary Principle. This
is froman Inquiry report into soybeans. Sone
submitters rai sed the question about the
Precautionary Principle. They proposed that the
Precautionary Principle should be adopted as a
wor ki ng approach to the analysis of the risk

associ ated with foods produced using nodern

technol ogy. ANZFA's interpretation, the
Precautionary Principle is a risk managenent approach
and was developed in relation to environnmental risks
and may be exercised in a situation in which risks
are conmpl etely unknown, or in instances in which
studi es are inconplete, or have conflicting or
contradictory answers. |t has not generally been
applied in relation to food safety. And again, that

| ovely world "generally".

Now, the EU is pushing for Precautionary Principle.
The United States doesn't want a bar of it. The
United States is arguing in ternms of science-based
ri sk assessnent, risk analysis and the United States
position argues that uncertainty is built into the
ri sk analysis process. And | agree with that, and
have no problenms with what the United States is
proposi ng. Now, unfortunately, the Precautionary
Principle has a little bit of a history, where
regul ators say, we don't want this on the narket or
what ever, therefore, as a precaution, we'll use the
Precautionary Principle to ban it, so we'll ban it
just in case. And there are plenty of exanpl es of
t hat .
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But what is the Precautionary Principle that's being
proposed? And on various e-lists | hear all sorts of
things. Again, one of the ways | operate is to try
and go back to source docunents and review them for
mysel f where | can

Now, Cctober 1998, and this is the orangey-col oured
docunent, the European Conmi ssion put out the
Guidelines to the Application of the Precautionary
Principle. And, it goes through, and there are

six principles, or six guidelines. |If you flick to
t he back page can you see these.

The Precautionary Principle is a risk managenent
approach that is exercised in a situation of
scientific uncertainty, reflecting a need for action
in the case of a potentially serious risk, wthout
awaiting the results of scientific research. This
approach shoul d be based on the foll ow ng

six guidelines, and then it says, "Inplenentation of
an approach, based on the Precautionary Principle,
should start with an objective risk assessment,

i dentifying at each stage the degree of scientific
uncertainty".

Now, | don't think anybody woul d di sagree with that.
The Americans woul dn't disagree with that.

"Al'l of the stakehol ders should be involved in the
decision to study the various nanagenent options that
may be envi saged once the results of the risk
managenent assessment are avail able, and the
procedure be as transparent as possible”. Now, with
ANZFA, for example, | would suggest that al

st akehol ders are superficially involved. They can
make a submi ssion, what recognition that subnission
is given, ny experience is that it's not given very
much if it disagrees with ANZFA' s position

"Measures based on the Precautionary Principle mnust
be proportionate to the risk which is to be Iimted
or elimnated". So, if you put a warning |abel as
opposed to banning, or a dosage restriction or
sonething |ike that.

Now, if you read through these six points here, point
by point, | can't see how ANZFA woul d di sagree with
any of that. | can't see how the Americans woul d
disagree with any of this. 1'Il cone back to that in
a mnute.

The next docunent is fromthe Comm ssion of the

Eur opean Communities, February of 2000, and this is
in response to, again, Amrerica rejecting the
Precautionary Principle. So they've cone up wth -
i n good bureaucratic fashion, they've gone from

11 page up to a 30 paged docunent, just to clarify
things. [Green docunment].

Agai n, when you go through this docunment, it actually
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nmakes sense. |t says, "Wen you are not sure,
proceed with caution", and | think that's - | nmean,
that's a pretty good philosophy in Iife for nost
peopl e.

If | could just illustrate, | think the difference in
the practice of the two - the difference in the view
of the Precautionary Principle. The European Union's
got a problemw th mad cow di sease. According to
ANZFA' s rationale, nad cow is substantially

equi val ent to cow, because their assessnents are done
on macro traditional aspects. | nean, it just does
not enter their vocab, in terns of any of this, they
haven't even bothered to study vitamns, as | can
see. So look at the macro elenents, if it |ooks |ike
a cowit nust be a cow.

In the 80s the British Governnent took a
substantially equival ent, hey, we can't see anything
so there can't be a probl em approach. And when they
started studying it, they said, we have no evidence
of that, therefore there's no problem

So, if you envisage a stick, at one end of the stick
you start by saying, hey, there's no evidence of
risk, let's go for it, generally regarded as safe
let's go for it. The other end of the stick says,
hey, | ook, we've got no evidence about this, we nust
proceed with great caution, we've got no evidence of
safety. Now, in theory, given tinme, both positions
shoul d cone to the same point, because nore evidence
will emerge over tinme.

The mad cow is actually a - really, exanple of seeing
bureaucrats who, up till now have rejected the
Precautionary Principle, and now they're actually
utilising the Precautionary Principle. Md cow s a
really good exanpl e of what Precautionary Principle
is all about.

And, this is just January of this year, a couple -
three weeks old, it's a press statenent from ANZFA.
We don't have to go too far to find the - here we've
got one docunent saying, hey, we don't want to go to
the Precautionary Principle, that can be used, bl ah,
bl ah, blah. Here they've extended the ban on the

i nportation of beef products to Europe, froma sel ect
group of countries, to a wi der group of countries.

"It is becom ng clearer now that nmore countries in
Europe may be affected by BSE in their cattle. While
t he nunber of cattle involved in these countries is
still small conpared to the UK, Federal Health

M ni ster, Dr M chael Woldridge, has taken action, in
conjunction with other relevant Mnisters, to exclude
t hese products fromsale in Australia as a
precaution". |In other words, what they've done is

t hey' ve acted upon the inportation, based on the
Precautionary Principle.

The United Nations just this |last week, and | haven't
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got a copy to put in front of you, but just this |ast
week the United Nations has said nad cow di sease
| ooks as though it is a global problem

In the United States the FDA just recently said, "Do
not have a problemw th nmad cow di sease". | suggest,
if you want to just have a | ook and see what's there
inrelation to simlar - go and put Mad Deer Di sease
or Mad El k Di sease, and you'll have screenfuls of

i nformati on. They have got exactly the same problem
in the United States in their deer herds, and in
their el k herds; see nothing, doesn't exist.

So, the question | would like to ask is, what if
ANZFA's wong? Now, |I'mnot saying they are wong in
their conclusions, but what if they are wong?

VWhat if the weight difference between rat groups is
significant? 1In one of the studies, a group of rats
| ost weight fromthe GE food. ANZFA rationalised it
saying, oh, there was a little bit nore of a risk
acid, the fatty acid, and they didn't like the food
so they didn't eat it.

What if the extra body fat in the chickens is
significant? In one study, one study, the fat
content of the chickens was 25% nore. They

said, "Ch, that's not significant. W're talking
about a lowfat diet, and 25% extra fat is not
significant".

What if the extra fat inthe milk is significant? In
a study with cows there was extra fat in the mlk
They said, "Ch, it's because there was increased
energy in the food". | would have thought you' d want
to go and redo the studies. | would have thought you
woul d have wanted to do studies on human bei ngs and
see how it affects human beings. After all, this
stuff is going to be put into the food chain

What if the lesions in rats' organs are rel evant?
You will be hearing evidence about that from anot her
Wi t ness.

What if? What if? Wat if? "Wat if", in
scientific ternms, equals "uncertainty", and,
accordi ng to ANZFA' s net hodol ogy, as | say before,
BSE cow is substantially equivalent to cow \What if
they are wong?

We tal k about near nisses, there's already been a
case where ANZFA has approved a GE food and then nore
evidence is found. "ANZFA scientists conducted a

ri gorous eval uation of the supplenmentary data". So
they' ve already done a rigorous evaluation. Now,

t hey' ve done another rigorous evaluation after they
were told that there was a bit of DNA there that they
didn't know about in their initial studies, they
found some extra DNA
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VWhat if it was a prion? Wen would we find that
out? 15 years, 20 years?

"The new i nformati on denonstrates that the
addi ti onal DNA was present in the original seeds
approved in 1999, and in all other progeny derived
fromthe original line". This DNA was there al

al ong, but the rigorous scientific nmethodol ogy had
failed to pick it up.

Now, in conclusion, fromny personal experience with
ANZFA in relation to the Select Conmittee report, the
scientific review, now, neither of those two reports,
and in fact the Select Conmittee refused to accept
evidence fromne in relation to false, falsified and
fabricated data in the scientific literature in
relation to Royal Jelly, and that's going to be -
there will be another Inquiry in relation to that for
sure.

ANZFA has used fal se expert evidence in establishing
food standards, and that's the case in Royal Jelly.
They had an Expert Committee |ooking at |abelling of
foods, and particularly |ooking at allergies in
foods, and this expert presented absolutely totally
provabl e fal se evidence; no scientific evidence to
support it. And this was incorporated into the
Expert Committee's report, and incorporated into
ANZFA' s food standards.

ANZFA' s used false, falsified and fabricated,
published in peer-review journals, the best of their
nmedi cal journals, in establishing food standards.
That is the case with Royal Jelly. There are two
publications that said, this skin prick test was not
done; in the third publication there was a result for
a skin prick test. That was never done.

ANZFA' s therapeutic sister, TGA, the Therapeutic
Goods Administration, has altered its officia
records, and this is true, | have before and after
copies, and this is being worked through with TGA as
we speak, it has altered its records in February of
98 to make themfit the fal se evidence. They've
changed the age of a patient, they changed clinica
details, they' ve changed - they've added skin prick
test results into the records.

ANZFA has failed to follow its own risk nanagenent
pr ot ocol

ANZFA has failed to follow International Best
Practice, as required by International Treaty.

ANZFA has continually refused to accept that it made
any wrong decisions, despite the Parlianentary
Secretary Conmittees findings, and the Mnisteria
Scientific Review

Now, those are strong statenments. | have nade them
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all before in various foray; needless to say, | don't
receive a Christmas card from ANZFA, our President
does, | don't. But the issue with Royal Jelly, that
will be followed through to concl usion.

But our concern is that, having gone through that
experience, and | suspect, as far as | know, we're
the only ones who have chal | enged ANZFA and taken it
as far as we have, and we will win. M concern is,
havi ng gone through and read ANZFA' s material in
relation to genetically engineered food, and their
assessnent of its safety, they're naking exactly the
same m stakes. They've a predeterm ned mindset; this
food is safe, how do we prove it's safe? If we can
prove that it's substantially equivalent to norma
food we don't have to study it, because nornal food
doesn't get studied.

So when they say, "This is the npst studied food in
the history of humanity", you' ve got to appreciate,

that's coning off a very very | ow base, because nost
foods have never been studi ed.

What | would urge you as a Conmission to do, is to
contact doctor Stephen Hat haway, he works for MAF if
you're not aware of him He is the Deputy Chairnman
of the United Nations Wrld Health Organisati on Ri sk
Managenment Conmittee in relation to risk managenent
in foods, and | would urge you to conm ssion himto
undertake an audit of ANZFA' s Ri sk Managenent

Prot ocol procedures. Not just their mnethodol ogy, but
their actual procedures.

Qur view as an Association is that, we do not have
any confidence in ANZFA undertaki ng objective risk
analysis. W' ve got no evidence that they've done
that, and | think, fromwhat |'ve shown you today,
you know, | would hope that |I've raised sufficient
concerns for you to | ook at that nore closely.

So I'd Iike to thank you for your patience, thank
you.

DOCUMENTS PRODUCED:

H 163

H 164

H 165 -

H 166 -

H 167 -

H 168

H 169

- "Ceneral Decisions of the Codex Alinmentarius

Commi ssion", (Yell ow docurnent).

- "Corn Allergy Abstracts", (Pink docunent).
"Conplaint relating to the NZ Food Standard 1996,
Anmendnent No. 11", (Bl ue docunent).

"Report on Findings of the Bee Product Warning...",
(16-17/08/99), (Pink docunent).

"Comuni cation fromthe Comm ssion on the
Precautionary Principle, Brussels", (02/02/00),

(G een docunent).

- "Q@uidelines on the Application of the Precautionary
Principle", Brussels, (17/10/98), (Orange docunent).
- OHP presentation.
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CHAI R Thank you very much M Law. We'll take the
nor ni ng break now.

Adj our nment taken from 10.53amto 11. 15am

CHAI R: M Law, will we be able to get copies of your
over heads?

MR LAW Can do, yes.

CHAI R: Cross-exam ners, M Hodson. Anyone else? [No

conment s] .
* k *
[11. 13am
MR HODSON QC: M Law, nmy nane is M Hodson and |'m
retained by the Life Sciences Network. 1'd just like

you to anplify two or three of the points you' ve made
pl ease. Could I start with the history of the

Royal Jelly, which you' ve outlined for us, and |I'd
like to sunmarise it to see if |'ve understood it.

Following a death in Australia in 1997, at |east
after a Coroner's lnquest, there was an anendnent
which required a very strong | abel to be placed on
Royal Jelly products. |Is that right?

MR LAW The Coroner's Report was 97, yes.

MR HODSON QC: And the nmatter eventually reached the
Regul ati ons Review Conmittee at the House, which
reconmended, in effect, that the amendnment to the -
which required the I abelling, wasn't properly passed
and referred, the issue of what should happen to the
wor ki ng party you' ve descri bed.

MR LAW Uh- huh

MR HODSON QC: And that working party reported in 1999,
and suggested that Royal Jelly be labelled with a
different warning of a | ess strong nature.

MR LAW Yes.

MR HODSON QC: Now, I'mnot quite clear, is it your
position that that report is critical of the
M nistry?

MR LAW That report found against the Mnistry on al
five Terns of Reference.

MR HODSON QC: Found against - could you just refer us to
- how you take that out of it?

MR LAW [Refers to pink docunent].
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CHAI R The reference is to H166.

MR LAW The M nister asked five questions of the working
group, and when the working group went through each
of those questions, they found that the Mnistry of
Heal th had not - if they had done things differently,
t hey woul d have reached di fferent conclusions. And
essentially, for all five Ternms of Reference they
found that the Mnistry of Health didn't do things
the way they should have done. |f they had done
t hi ngs properly, they would have reached different
concl usi ons.

MR HODSON QC: Al right, | hope we're tal king about the
sane docunent. The docunment | have, part 3 is
entitled "Ternms of Reference".

MR LAW VWhi ch one's that?

MR HODSON QC: The report on the findings of the Bee
Product Revi ew Wirking Group. Is that the docunent
we' re tal king about?

MR LAW You' ve got a different colour there, but which --
MR HODSON QC: Part 3, Terns of Reference.

CHAI R: Can you give us a page?

DR FLEM NG  Page 19.

MR LAW Yes. |If we go through each of those Terms of
Ref erence, one it says, "To advise the Mnister on
whet her the precautionary approach is appropriate for
decisions related to mandatory warning | abels for
di etary supplenents". What they are saying there is,
they say, "No". They're saying that the application
of the approach is nostly likely to be necessary when
there is insufficient scientific information for
deci sion-maki ng. In the case of bee products, the
wor ki ng group consi dered that they had sufficient
information to reach a well-founded ri sk managenent
decision. So, in other words, they said that we
didn't need to apply the precautionary approach
because the evidence spoke for itself.

MR HODSON QC: And t he second one?

MR LAW "To advise the Mnister on whether there are any
ci rcunst ances where the decision after Coroner - on
cause of death, should be further investigated'. The
M nistry of Health had argued that the Coroner had
ruled, and that was final. Wat they state here is
that, "The New Zeal and Coroner's Act clearly states
that, "If satisfied that since an inquest was
conpl eted, new facts have been di scovered that nake
it desirable to hold another, the Solicitor Genera
may order another to be held ". |In other words --
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HODSON QC: Wasn't it an Australian death and an
Austral ian Coroner?

LAW I ndeed, and the New South Wal es Coroner's Act is
the sane. The question here, though, was whether the
Coroner's decisions could be questioned? And the
fact is, yes, they can be questioned. They were -

t he wor ki ng group was actually given copies of the
New Sout h WAl es Coroner's Act as well. They chose
just to quote this one.

HODSON QC: I think, M Law, that what you are saying
is that - very diplomatically, and it does seemto be
phrased in diplomatic |anguage, this is a rebuff to
the Mnistry.

LAW Ch, absolutely. And, in fact, if you go through
this report, there are actually 15 points in this
report. 14 of those, their findings are against the
Mnistry, or different to the Mnistry's, and one was
a draw.

HODSON QC: And is the present situation that it's
still under review, and the TGAis to report in Mrch
of this year?

LAW TGA have said they will be reporting in March of
this year. Qur history with both ANZFA and TGA i s,
the tinelines that they give you, you can add on
nmonths. We're still, for exanmple - yesterday we were
still debating with TGA, the minutes after mneeting
that we held in Cctober to decide that this Inquiry,
that's presently taking place, what was actually
deci ded at the neeting.

HODSON QC: So, we'll wait and see.

LAW W will be waiting, | would suspect, for a bit
| onger than we were told we will be.

HODSON QC: Paragraph 8 of Form 1 of the NFA's
subm ssion, states that, "The tryptophan di saster of
the late 1980s early 1990s were a faulty batch of GE
produced tryptophan" etc.

LAW Yes.

HODSON QC: You are probably aware that a good deal of
evi dence has been produced about that?

LAW Yes.

HODSON QC: And the general preponderance of it has
been that the disaster was caused by a faulty process
relating to filtration. But we were told yesterday
that, privately, a witness had been told by the FDA
that the question of whether the GE was - el enent was
inmplicated, may still be open

LAW |'ve heard that as well. |If you take the
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position that GE technology is safe, then you
woul dn't want to be linking the tryptophan disaster
with CGE technol ogy.

If it was a sinple case of the filtering causing the
probl em and what happened was that they effectively
hal ved t he anpbunt of activated carbon that was being
used to filter out the toxins, if that was the
problem then | would suspect that it would be easily
replicated, and nobody's been able to replicate

that. They've tried, they've had no carbon
filtering, and they haven't been able to get whatever
the toxin was.

The best hypothesis |'ve seen, as to what the cause
of the problemwas, was for - the technol ogy

i ncreased the production of tryptophan to the point
where you had two tryptophan nol ecul es actual ly
nmer gi ng, because there was such | arge concentrations
of tryptophan in the cell. And so, you've got the
di mer of the two tryptophans merging.

The point is, people say that there's no evidence of
CGE causing problens. Here is a case study where GE
technol ogy was introduced. There was - there was a
maj or catastrophe; whether we like it or not, CGE was
i nvol ved. Wether GE was the cause or not is stil
bei ng debat ed.

| would say that this is a huge question mark of
uncertainty, you know, here's an association - at

| east a very strong associ ation between GE technol ogy
and a public health disaster. Now, if that had been
in the food chain, not in a capsule, it would have
been nuch nmuch nore difficult to link the two, that's
the first thing.

The second thing is that, this showed up within
weeks, maybe two or three nmonths. |If it had been a
year or two, or 5 years, or 20 years down the track
and this exact disaster happened, who woul d be able
to link it back?

MR HODSON QC: | think you put it in proportion, M Law,
and | have no difficulty with your proposition that,
it is still a subject which is being debated.

MR LAW And, essentially, there are two sides to that
debate, yes.

MR HODSON QC: Thank you. Could we | ook please at your
recomendati ons. On pages 5 and 6 of Form 1 you
recommend that the Royal Comm ssion itself undertake
an i ndependent assessment of CGE technol ogy.

MR LAW Yes.
MR HODSON C: Wuld you like to suggest a little nore

detail to the Commi ssion, how it should undergo that,
given its constraints of time, resources, and the
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Terms of Reference?
MR LAW Firstly, I"'mnot aware of too many Commi ssions

that have not had time extended if required, or extra
noney allocated if required. So, whilst in theory

those are constraints, | suspect in practice they're
not .

The second is, | think that because this is a world
first, this Royal Conmm ssion on CGE, there will be a
ot of countries that will be |ooking towards the
results of this Commission as a definitive statenent,
and it will be a landmark report.

And, | think as part of New Zeal and's nenbership of

humanity, | think that it woul d be good formfor
New Zeal and to actually nmake this contribution to the
debat e.

My personal view is that Stephen Hat haway, as |
nmentioned before, and |'Il keep singing his praises;
now, he was involved in that working group, | was
singing his praises before he was ever involved in
that group, | had never net the man, but | warmy
encouraged his participation in that working group
because | had read his nethodol ogy, and | think his
met hodol ogy, his thinking, his mnd is very sound,
and | don't think you'd get a better person on this
pl anet that would do such - do a job like that.

MR HODSON QC: Thank you. Your second recommendation is
that New Zeal and reclains its sovereignty so that it
can i nmpl enent an appropriate evi dence-based
regul atory system rather than the present regine.

MR LAW Yes.

MR HODSON C: I think, essentially, you nmean by that, we
start by expelling the Australians?

MR LAW VWhat | nmean by that is, what | had nmentioned in
ny presentation earlier, was that ANZFA is an
Australian entity, it's an Australian legal entity,
it has no |l egal standing in New Zeal and, other than
the fact that it is recognised as a body to which
New Zeal and has ceded sovereignty in the
establi shment of food standards.

The M nistry of Health makes submi ssions the sane as

you or |I. It does - however, they have phone |inks
and e-mail s and whatever, so there is a bit nore
conmuni cation. |In talking to people |like Bob Boyd,

who' s the Manager of Safety here at the Mnistry of
Heal th, Dr Bob Boyd, effectively the Mnistry of
Heal th makes a subm ssion the sane as everybody el se.

My viewis, therefore, New Zeal and has ceded
sovereignty to Australia, which therefore nmeans that
we have no control effectively over our food

st andar ds.
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MR HODSON QC: Have you given any considerations to what
the cost of going it al one, and what resources that
woul d be required m ght anmount to?

MR LAW | know what the cost to our Association has been
intrying to put right a wong, and that's tens of
t housands of dollars to our Association alone. One
conpany of our nenbers has probably cost them 2
$300, 000. So, | think, rather than thinking about
what's the cost of doing things right, you know,
what's the cost of doing things wong?

MR HODSON C: Over the page, on page 6 you nmake the sane
recomendati on in respect of sovereignty, and then
you point - want to "ensure that regul ations are
based on i ndependent, objective, evidence-based risk
assessnment, not bought expert opinion". Do you nean
there, regulations setting out how the process is to
work? O do you nean something in the nature of the
amendnment whi ch brought in the Royal Jelly warnings?

MR LAW Royal Jelly is a case study, and | mean here, in
general, for food standards in general. Now, what |
find fascinating in clinical - nedicine, as nedicine
is moving towards an evi dence-based paradigm is
they' ve introduced these four levels of evidence,
whi ch the highest |evel being the random sed contro
studi es, through to the | owest evidence, which is
actually expert opinion. And what | find is the
culture of ANZFA is, they actually give nore weight
to expert opinion than they do to hard scientific
evi dence. They've actually tipped the scale up the
other way. So Level 4, which is the | owest |evel of
evi dence; actually given the highest credence.

And, as | nentioned before with the Royal Jelly, and
that's just a case exanple, no scientific evidence
was submitted to the Expert Committee, but an expert
opi nion was stated which is actually false in fact,
and that expert opinion was accepted as fact, and the
evi dence in fact was rejected.

So, when | say an "evi dence-based regul atory systent
I nean an evi dence-based regul atory system not an
opi ni on-based regul atory system or a paradi gm based
regul atory system or whatever.

MR HODSON QC: If | could just ask it this way. Is it
your position that the present regulations and the
prescri bed process, which ought to be followed, is

sati sfactory, but in fact your concern is that ANZFA
doesn't followits own rules?

MR LAW Absol utely.
MR HODSON QC: That's it, thank you.
MR LAW And if you |l ook at the methodol ogy, it's

brilliant, but they don't use it.
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MR HODSON QC: In that case, M Law, may | say that your
concern, that the best possible process be found to
allow us to proceed with caution where there's doubt,
is one that our side of the table entirely shares
with you. Thank you very rmnuch.

[11. 30an

VR PEARSON: The first thing I'd like to explore with you,
M Law, is the products that the nenbers of your
Associ ation sell, produce, and in some cases
distribute. Wuld | be correct in understanding that
vitam n suppl ements, and products of that kind, are
i ncl uded anongst the products that they deal wth?

MR LAW Sure, yes.

VMR PEARSON: Is it correct that a significant proportion
of vitami ns of that kind are produced by genetically
nodi fi ed bacteria?

MR LAW Sone are. Some compani es choose not to use such
product, and that's an issue within our industry.
Qur position as an Association is, that consumers
have the right to know.

MR PEARSON: Sorre of your nmenbers would in fact be
distributing vitam ns that have been produced by
genetically nodified bacteria, wouldn't they?

MR LAW No question, yes.

MR PEARSON: One of the issues of npbst concern, that you
rai sed, was the tryptophan issue, and you identified
t he nunber of people who had died and ot hers being
harmed by that. Now, that is an exanple of a dietary
suppl enent bei ng produced in the very sane area as
your nenbers are working in, in ternms of the type of
manuf acturing processes, and the type of product,
isn't it?

MR LAW Yes.

VMR PEARSON: Now, you have di scussed in some detail things
that you think should apply to food, and ensuring
food safety. Wuld you tell us what the nenbers of
your Associ ation have done in relation to the
products that they have; that they are producing,
that are the products of genetically nodified
bacteri a?

MR LAW Okay. You will appreciate that with an
Associ ation such as ours, there's a very wide

spect rum of menbership. So, as | indicated at the
begi nning of ny presentation, any answer that | give,
there's no "one size fits all" answer.
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The approaches that our nenbers woul d be taking would
range from steady as she goes, nothing, through to
doing a total audit, to ensure that there is no
connection between their products and GE technol ogy.
And, you've heard evidence from Convita, which is a
bee product conpany, how they've done audits and done
t hat .

PEARSON: I"'mreally asking about the ones who are
i nvol ved with GE bacteria in products.

LAW It's exactly the same. There will be sone
conpani es that, as a reflection of humanity they' ve
got no problems with GE technol ogy, and they wll
market it as such - you know, they'll just market
it. And there are others that, that are extrenely
concerned, and they're spending a | ot of npney
auditing their supplies to make sure there's no
connection with their ingredients and GE. So they'|
be sourcing from non-GE sources wherever possible.

PEARSON: The bottom |ine woul d be that nmany of your
menbers in fact have products that are the products
of genetically nodified bacteria on the shelves in
heal th food stores.

LAW That's true, yes.
PEARSON: And they're not |abelled as such, are they?

LAW It hasn't been an issue until recently, and if
you | ook on the shelves you would find an increasing
nunber of product that is being |labelled as "CGE-free"
or "May Contain GE', or whatever. You will know that
i ssues like that take some tinme to resource and to
make a decision at a board level, a strategic
deci si on and change their position. So, our industry
is areflection of society; it's |earning about GE
it's learning how to deal with it, it's learning
about the ethical issues relating to it, and
conpani es nmake judgment calls as to whether they
agree with it or not.

PEARSON: Yes, but --

LAW Qur position as an Association is that Ge-rel ated
products shoul d be | abelled as such; no question

PEARSON: In fact, if someone goes into a health food
store and buys Vitamn E, certainly over recent
years, and in many cases, at the present tinme they'd
buy a product that was the product of GE, and it
woul dn't be identified as such at all, would it?

LAW I f people wanted to source non-GE product they
woul d be able to go in and source non-GE product.

PEARSON: But they would very readily buy a product
that was a GE product and not identified as such?
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MR LAW Consuners, again, reflect the views of society
froma |laissez faire, who cares, to - through to
ensuring that everything that goes through their Iips
is GE free. So, if you want GE-free product, you are
able to get it.

MR PEARSON: Now, would | --
MR LAW Could I just add one nore to that?
MR PEARSON: Yes.

MR LAW Qur industry is very much a nmarket-driven
i ndustry. For exanple, regardless of what's said and
maybe what you hear on the road, adverts and things
like that, in New Zealand it's actually illegal to
make therapeutic claims. |It's illegal, for exanple,
for a supplier of folic acid, dietary suppl ement
folic acid, it's illegal in New Zealand to tel
muns, "If you take folic acid your child has a 75%
decreased risk of getting spina bifida". For a
pregnant mum it's silly to say that about that
product. It's illegal to say "folic acid reduces the
ri sk of cancer".

Qur industry is market driven because we're not
allowed to tell the truth about the product,
therefore it's very much a pull - people are choosing
to use our dietary supplenent. As there is

i ncreasi ng demand for CGE-free product, then there's
nore pressure on manufacturers to change their source
of ingredients for their product, and source CE
product. And some conpani es have actually taken a
strategic position to go GE-free totally.

MR PEARSON: But in the case of vitam ns, in sone cases
it's quite difficult to produce them wi thout
resorting to GE bacteria to do so, isn't it?

MR LAW ["mnot an expert in that area but | know - all |
can say i s conpani es, whereby possible - sone
conpani es, where possible, are sourcing fromnon-GE

If I could just add. If it's not possible to get
CE-free vitamns, I'mnot saying you can't, but |I'm
saying if it's not possible, | think what that
highlights is, that's a warning | think to society
that, once CE takes hold, you' ve got no choice.

MR PEARSON: It is the nmenbers of your Association who
have pronoted the vitanmi ns being available in that
form isn't it, rather than just as part of a food.

MR LAW Menbers of our Association source ingredients
fromsuppliers the same as every ot her business
entity, or business group.

MR PEARSON: VWhat |'msaying is, they do pronote the use
of vitam ns isolated fromfood, don't they?
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1 MR LAW Sure, yes.

2

3 MR PEARSON: And, so I'mjust having a little bit of

4 difficulty with your point, that there should be

5 concern that genetic engineering has given rise to

6 t he denmand, rather than the demand created by, to

7 sonme extent by either custoner perceptions of its

8 being attracted, or marketing it on the part of --

9

10 MR LAW What |'msaying is, if the custoner wants the

11 product, then that increases denmand for the product
12 and our suppliers nmeet that denmand, and they have to
13 source their ingredients fromcertain places.

14

15 Now, | know with some of the vitami ns that there are
16 a limted nunber of conpanies in the world that

17 actual ly manufacture them So, our manufacturers

18 have to go to wherever they can get the supply of the
19 raw material from And, if GEis the only ingredient
20 avail able, | guess they don't have a choice. And

21 one of the things of our Association, as we've said
22 in here, is that people should have choice and

23 i nforned choice. And, if people haven't known - our
24 manuf acturers haven't known that these vitamns are
25 made from genetically engi neered bacteria, our

26 position is that they should have known.

27

28 MR PEARSON: There has, in fact, been a rather |ong

29 hi story of consumers using GE product in the dietary
30 suppl enent area than the normal food area, hasn't

31 t here?

32

33 MR LAW | don't know.

34

35 MR PEARSON: VWhat I'd like to explore with you is how your
36 i ndustry has acted to assess possible risks of using
37 GM product. Now, it nmay be that the product has been
38 anal ysed and identified as being a chenmical that's
39 identical to a naturally occurring cheni cal
40 essentially, on the basis of equivalence, it's just
41 been accepted, or it nay be that there have been
42 long-termtests undertaken, | don't know. Could you
43 just expl ain perhaps the various circunstances that
44 the nmenbers of your industry have addressed this
45 i ssue?
46
47 MR LAW kay. Wth our industry, the dietary suppl ement
48 i ndustry, you will appreciate that it's a generic
49 i ndustry. If vitamins, say Vitamin C for example, is
50 a generic - it's a nonproprietary product. So our

51 conpani es can't patent - if they discovered Vitamin C
52 they can't patent it, everybody can use it. So what
53 that nmeans is that it's a very conmpetitive industry,
54 we don't have a nonopoly on any particul ar product.
55 VWi ch nmeans that there's not a surplus of funds for
56 research.

57

58 Now, as far as the vitam ns and that are concerned, |
59 think the area that you shoul d be asking that

60 guestion is the medi cal conpanies that market
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Vitamn Cs, vitanm n whatever, as nedici nes, because
they will have had to have gone through rigorous
pre-market testing, so we're told by the Mnistry of
Heal th, and by TGA, so they should have all the
answers for that.

Now, if Vitamin C has been approved for use as a
nmedi ci ne, why would we need to do any further tests
to use it as a dietary supplenment?

MR PEARSON: Yes, but a lot of vitami ns that your nenbers
do distribute, haven't been through the process of
bei ng approved as nedici nes, have they?

MR LAW All vitamins that | know of are registered as
nedi ci nes as well, and used for therapeutic purposes.

MR PEARSON: Now, what testing has been undertaken though
to di stinguish between those vitam ns that are
sourced naturally, and the ones that are a product of
CGE and safety testing in that area? Now, that hasn't
been done in the industry.

MR LAW Absolutely hasn't, and | think the tryptophan is
an excellent exanple of that, where it was assumned
that using the - if we assune that GE was the cause
of the problem it was changed, there was no testing
other than in the experinment of life, and it was
di scovered to be wanting.

Now, what | find interesting is that FDA and Mnistry
of Health, and the Australian authorities, have
deened tryptophan to be a dangerous product. And we,
as dietary supplenent suppliers, can only supply up
to 100 mlligrams because it's a dangerous substance
now. And it's got to be kept as a dangerous

subst ance, because if they say it wasn't a dangerous
substance, then they're actually inplying that GE was
the problem and we couldn't have that. And yet, the
FDA has approved the use of tryptophan w th conpound
pharnmaci sts in the States. So, if you're a

phar maci st, the doctor can wite out a prescription
for any anpunt of tryptophan, you can go to a
conpound pharmaci st and get it given to you, and you
can use it, and that's safe.

So, even with the FDA we've got this double standard
where, if you consune it, having been prescribed by a
doctor, it's safe, but if you take it off the shelf
in the health food shop, it's not safe.

If | take a bottle froma health food shop and
swallow it, ny body does not know that that's cone
froma health food shop. |If I take it froma
prescription - as a prescription medicine, my body
can't differentiate that.

So, the question I would have with the health

authorities again is, how cone when it's taken as a
food it's unsafe, but if it's taken as a nedicine

31 January 2001



O©CoO~NOOOUTPA,WNE

ABEAPRADMLEILEADRDPDPWWWWWWWWWWNDNNNNNNNNNRERPRERPRPRPERPRRRE
~NOOUORWNRPOOO~NOUOPRWNRPFPOOONODURAWNRPRPOOO~NOOURAWNEO

48
49
50
51
52
53
54
55
56
57
58
59
60

3206
National Nutritional Foods Association QD by M Pearson
it's safe?

MR PEARSON: Well, it's not really an issue that
L-tryptophan is safe, and R-tryptophan is a toxin
and that's a question of ensuring purity, that the
product is L-tryptophan rather than a R-tryptophan?

MR LAW Exactly the same product was sold as a dietary
suppl enent, as a nedicine, and put into baby food.
It's still put into baby food. It's still put into
pig food to enhance growh. It's still sold as a
medi ci ne, but not allowed to be sold as a
D supplenment. To ne, where is the consistency in the
deci si on- nakers' processes.

MR PEARSON: What |'m suggesting to you is, it's really
sinply a question of manufacturing purity, and
what ever regul atory regines there may be, that purity
has to be ensured. |Is that not really the issue with
trypt ophan?

MR LAW Wel |, that's what people say, the tryptophan was
pure. The tryptophan that caused the probl ens was
substantially equivalent to tryptophan that did not

cause the problens. It was 95 point - 96% what ever
sure, exactly the same purity of tryptophan, but
there was --

MR PEARSON: The Conmi ssion's heard evidence about L and
R-trypt ophan, and one's toxic and the other isn't.
I's there sonething further you could add to that
i ssue?

MR LAW Fromny readings of the literature, there was a
fraction of sonething in the tryptophan that caused
the problem and that fraction, whatever it was, did
not show up in any tests of purity that they did.
And, therefore, by definition, the tryptophan that
didn't cause the problem and the tryptophan that did
cause the problem were substantially equival ent.

The purity analysis of themwas exactly the same, but
what ever caused the problemwasn't part of the

anal ysis, so they didn't know. So, any - you could
have analysed it till the cows canme hone, but if you
weren't anal ysing whatever it was that caused the
problem you woul d never know.

MR PEARSON: Your suggestions of long-termtesting in
relation to food, does that not apply equally to the
products of your menmbers? Should they, in the case
of genetically nodified products, should that not be
wi thdrawn until the same testing is undertaken?

MR LAW | personally would have no problemw th that.
Sonme manufacturers woul d have problens with that for
two reasons. One, philosophical, they've got no
problems with GE. And another is logistical; trying
to source product.

I think the difference between medi ci nes, or new
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1 t echnol ogi es, new substances, new chem cals, and
2 foods, | think with foods, foods have been used down
3 through history. And, if there's a food that's
4 caused a problem it's been renoved fromthe food
5 chain, or - well, let's put it this way: |If rhubarb
6 was i ntroduced as a novel food today, it would never
7 be approved, because we all know that rhubarb's
8 toxic. But down through history hunan bei ngs | earnt
9 that if you cut the | eaves off and eat the stalks,
10 it's yummry. |If you eat the |eaves, you die. Ckay,
11 so that was done way before the days of regulators,
12 society did that. And there was sone trial and error
13 and people died to find that, and that happens now,
14 trypt ophan, people die to discover that there was a
15 pr obl em
16
17 So, our food chain has actually evolved through tria
18 and error. Now, at the end of the day that is
19 actually the ultimate clinical study. |If it works,
20 great, if it doesn't cause problens, great.
21
22 Now, medicine, on the other hand, you're dealing with
23 - and CE technol ogy, you're dealing with creating
24 new chem cal entities, and the whol e phil osophy of
25 nmedicine is to create sonething new so that you can
26 patent it. Even about when they take, for exanple
27 digitalis fromfoxglove, which is used as a heart
28 drug, they take it and they change it so that it's a
29 new entity, and they can nmake |lots of noney fromit,
30 pat ent and make noney.
31
32 The food chain, up until now, has not been I|ike
33 that. And what you' ve got now is you' ve got the sane
34 conpani es that make [ots of nobney from selling
35 proprietary drugs; now trying to devel op proprietary
36 food, and the only reason that Mnsanto spent
37 8 billion dollars buying up half the seed conpanies
38 in the world, was to give themcontrol over the
39 di stribution of their product.
40
41 So, you've got suddenly a change in the food that's
42 taki ng place rapidly, not evolving over tinme. It
43 doesn't sort of start with one conmunity and spread
44 slowy.
45
46 MR PEARSON: If we just go back to this issue of long-term
47 testing that you' ve advocated. In fact, a ngjor
48 i mpact, if that was applied i mediately, would be on
49 t he products that your menmbers are producing
50 woul dn't it? Because, in fact, probably the npst
51 readi |y avail abl e source of genetically nodified
52 product is what your nenbers are selling in health
53 food shops and supermarkets.
54
55 MR LAW Qur nenmbers sell a wide, w de range of products.
56 W' ve got conpanies |ike Good Health, for exanple
57 and I'll just use that as an exanpl e, where they have
58 chosen not to sell vitam ns and m neral s because
59 that's a very conpetitive market. W' ve got single
60 product conpani es, Convita, which was primarily a bee
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product conpany. So, there is no one conpany that |
could say, this is our industry.

MR PEARSON: No, certainly, but in ternms of the inpact, if
we applied the principles and testing that you are
advocating, the initial major inpact would in fact be
on your nenbers, because they do in fact produce the
nost readily avail able source of genetically nodified
product that consuners in New Zeal and are
pur chasi ng.

MR LAW | can see your line of questioning, okay, and we
acknow edged, and have acknow edged, that our
i ndustry reflects humanity, reflects society, and the
whol e of society has had this genetically engi neered
i ndustry catch up, you know, it's been going or for a
few years and society hasn't been aware of it. Now,
sone scientists - and that has been, but society as a
whol e hasn't been. Qur industry has been caught by
surprise the same as the rest of society, and our
i ndustry is working through that.

Now, you say that - if | get you correctly, you say
that if genetically engi neered product was renoved
fromthe market, that our menmbers woul d have
problenms. | recall with the Fornula One Racing
Crcuit a few years ago that there were how s of
protest at the thought that they were going to ban
turbo chargers on their cars, and they'd have to go
back to old aspirated cars; and they thought, gosh,
we can't go back to that, that's old technol ogy, we
want to go forward, etc, etc. Wthin two seasons the
cars with old technol ogy were going faster than the
cars with new technol ogy. And now, who gives a toss
about turbo chargers?

So, if the Iine of questioning is that our industry
woul d be in trouble if GE product was rempved from
the market, if it was renoved |like that, yes, sure,
maybe some conpanies. |If GE technol ogy was put into
a nuseum and we reverted back to old pre turbo
charged days, | think life would go on, and | don't
think - | don't think our industry would blink an
eye.

MR PEARSON: I'"d just like to turn to the strong views
you' ve expressed about the nedi cal profession, safety
regul ators, and others in society. Now, you' ve nmde
statenments that |arge nunbers of people have been
killed by the nmedical profession, and you've harshly
criticised ANZFA and ot her bodi es.

MR LAW Yes.

MR PEARSON: Now, are you putting forward that as a
perception of inconpetence, nalice or corruption?
Could you just explain a little why you have
expressed the views in that forceful way?

MR LAW Ckay. | was involved - | was a nedica
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1 | aboratory scientist for 20 years, from 1970 to 1990
2 and over the last three years |'ve been involved with
3 the dietary supplenment industry as a part-tinme
4 Executive Director. 1've been - after | had been an
5 avid reader of nmedical literature for 30 years, and
6 this last year | have been a nenber of the Mnistry
7 of Health Working Goup to advise the
8 Director-CGeneral of Health on policy regarding the
9 adm ni stration of nedical error, or the regulating in
10 that of nedical error, to try and reduce the carnage
11 that takes place within the nmedical industry.
12
13 | do have strong views and |'ve got no problens -
14 learnt - as a second-year nedical |aboratory
15 scientist, | learnt to express them But before
16 expressed those views | learnt to actually go back to
17 primary source docunents, and what we call first
18 principles, and actually establish a very strong
19 pl atformwhich can junp up. | learnt early on in
20 life that if you junmp up and down on a weak platform
21 that's not a very good idea. |If you establish a
22 strong platformto jump up and down on you've got a
23 good and solid platformto do that, and that's safe
24
25 If I could just, you tal ked about nmy severe
26 criticism If | could just put it into context. |
27 took the Mnistry representing the Dietary Suppl ement
28 I ndustry, | took the Mnistry of Health to task
29 through a Regul ation Review Sel ect Conmittee. The
30 Parliamentary Comrittee found against the Mnistry of
31 Heal th, noved in the House that the regul ations be
32 revoked. A Mnisterial Inquiry was established, or
33 wor ki ng group was established, that found agai nst the
34 Mnistry of Health on all five Terns of Reference.
35
36 If my harsh criticismof the officials was that bad
37 I woul d ask the question; why did these very sane
38 people invite me on to the working group to advise
39 the Mnistry on policy regarding reduction of medica
40 error in the hospital systen? And | suspect the
41 answer to that would be, that they wanted sonebody
42 wi th change nmanagement skills, | think they wanted
43 sonebody with an understandi ng of risk nanagenent,
44 t hey want ed sonebody who was prepared to confront
45 when i ssues needed to be confronted. But | think
46 firstly, they would probably have stated that they
47 want ed sonmebody who coul d express their views w thout
48 getting personal
49
50 Now, if | had got personal, or if my views had been
51 reckl ess, | doubt very nuch that they would have
52 invited ne to that working group. | was the only
53 person outside of the medical industry, health
54 i ndustry, on that group
55
56 MR PEARSON: You have, for exanple, suggested that
57 fal sified docunents have been produced
58
59 MR LAW That's true, yes.
60
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MR PEARSON: Now, | don't understand you to have produced
the falsified documents to the Conm ssion though. Is
that correct?

MR LAW Sorry?

MR PEARSON: You haven't produced those falsified
docunents to the Commission, is that correct, or have
I m sunderstood that?

MR LAW | haven't, no.

MR PEARSON: You' ve criticised the Australian role in
ANZFA. Now, is that - do you have nore confidence in
t he New Zeal and peopl e who woul d undertake that role
if it was perforned here? |Is that --

MR LAW In the witten subm ssion prepared back in
Cct ober 1've al so expressed a | ack of confidence in
the Mnistry of Health. | would |ike to go on record

as stating that, in ny opinion, in ny experience, the
Mnistry of Health, led by Dr Bob Boyd, has taken
measures to up-skill their risk managenment - their
skills, expertise. And Bob certainly has, at a
personal |evel, gone to great pains to inprove his
under st andi ng of risk managenent and risk anal ysis,
and to bring that as a platformfor the way i n which
the Mnistry of Health operates.

| don't have the same views in relation to ANZFA.
personal | y have not seen the change take place at
ANZFA.

MR PEARSON: Well, who do you say should take over the
rol e of ANZFA t hen?

MR LAW I think - ANZFA could work. Now, again, when
teach theory, nanagenent theory at the
Auckl and Uni versity of Technol ogy, we say, this is
theory A and this is theory B, this is theory C. Not
one of those theories is it, but they all are part of
t he whol e.

Now, if ANZFA operated as it says it operates, |
woul dn't be here today, because | wouldn't have been

- ny enmotions wouldn't have been aroused, | woul dn't
have gone through the Select Conmittee, | woul dn't
believe that | had a story to tell, because |I'd be

happy with the way in which they work.

ANZFA has got wonderful policy procedures in paper;
in practice they don't follow them And, that's why
|'ve put as much energy as | have in the |ast

three years. |1'd never heard of ANZFA three years
ago, |'d never heard of Royal Jelly three years ago.
When | got into the science, when | got into the
reports of ANZFA, etc, etc, | snelled a rat right
fromthe word go. [It's unjust, it's not right.

When | | ooked at the GE food, the ANZFA' s regul ating
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1 of CGE food, and what they say they are doing, and

2 what they are doing, it's exactly the sanme; it's

3 unjust, it's not right. | would go so far as to say
4 - no, I"'mnot a lawer, but | would question the

5 legality of what they're doing, both at an

6 international level and at a | ocal |evel

7

8 MR PEARSON: Wuld it be fair to say your criticismof the
9 Royal Jelly issue was, there was far too rmuch caution
10 in respect of that particular product?

11

12 MR LAW Sure. Qur industry voluntarily - estinates are
13 bet ween 75 and 90% of product had vol untary warni ng
14 | abels on. And if you go down to any health food

15 shop you will look and you will see product there,

16 and | would say a good percentage of product has

17 war ni ngs or caution statenents, or whatever

18 voluntarily. Qur industry is a caring industry, it's
19 an industry that has grown out of caring for
20 humanity. Traditionally it hasn't been a
21 noney- grabbing industry. Now, of late, folk have
22 cone in with that phil osophy.
23
24 Qur concern was they went way overboard; the evidence
25 was wong, certainly the expert evidence was false,
26 there was scientific msconduct, proven scientific
27 m sconduct, the two journals have published notices
28 of duplication, stating that one of the authors
29 rewwote the article without telling the other
30 aut hors, changed ages, clinical details - this wasn't
31 in the notice of duplication, but it also altered

32 fabricated results. Now, that's happened

33 hi ghest-end scientific m sconduct, and ANZFA was

34 regul ati ng based on all of that. And in ny hunble
35 opi nion that's w ong.

36

37 MR PEARSON: Now, you nentioned ANZFA scientists. Wo are
38 t he people you are identifying as ANZFA scientists?
39
40 MR LAW Where do | say that?
41
42 VMR PEARSON: In the course of your address this norning, |
43 recall you nentioning ANZFA scientists.
44
45 MR LAW I think what | was referring to was the Expert
46 Conmittee where they bring together "experts" to
47 advi se ANZFA on certain issues.
48
49 MR PEARSON: Do you know how t hese people are retained,

50 who pays then?

51

52 MR LAW They are by invitation as a rule, in this

53 particul ar one, was ANZFA got those peopl e together
54 I know in some other cases |like, for exanple, the

55 casein one, there was a consumer group that was

56 invited to nom nate sonebody. | don't know exactly
57 how they do it. | presune it's different for each
58 case.

59

60 MR PEARSON: Did you have any issue with the sel ection
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1 process, or --

2

3 MR LAW That had been done way before nmy tine, so | have,
4 |'ve got no comment on that. The only comment

5 woul d make is that, if certain nenbers of that group
6 were appointed to any other working group now, ANZFA
7 woul d have a string of e-nmails at |east, and certain
8 politicians as well.

9

10 MR PEARSON: On page 10 of the subm ssion, Section B(j),
11 you said, "Interestingly, many of the experts who are
12 now reassuring consuners, and even this Comm ssion
13 are those who were reassuring the public regarding
14 mad cow di sease, "It couldn't happen here', they

15 said". \Who are the experts that have addressed this
16 Conmmi ssion, that you are referring to?

17

18 MR LAW That's a very general statenent, that's a good
19 guestion, and | think part of any good peer review
20 process is to work through docunents and weed out
21 i ssues that are debatable. | would - at this stage
22 would like to withdraw the conment about, "Even this
23 Commi ssion", on the basis that | have not read very
24 many of the subnissions to this Conmi ssion, and | did
25 that deliberately so that my views were ny views and
26 not other's views. | would ask that that reference
27 to "this Commi ssion" be wthdrawn, on the basis that
28 | do not know.
29
30 As far as the rest of that sentence, that holds. As
31 far as nmy reading of press, overseas and scientific
32 reports, Governnent reports, etc, overseas, and even
33 with ANZFA here, in terns of - we said that they' ve
34 changed their mnd in terms of mad cow di sease j ust
35 this last nmonth, these |ast few weeks.

36

37 MR PEARSON: Now, on page 12 you nention "concern", this
38 is page 12 of your submission, this was the

39 conclusion. You said, "A dual food chain is an
40 unwel coned advent to nodern society”. Now, |'d just
41 like to explore with you the question of a dual food
42 chain, because you'd, of course, be aware that there
43 are other dietary concerns that people have, we have
44 peopl e who are vegans, and Jew sh peopl e want kosher
45 food, and Islam c people want hal al food, people who
46 have extrene reactions to nut protein and various
47 other things. On the face of it, it's not really a
48 guestion of duality, there are all sorts of issues
49 t hat peopl e have about food.

50

51 Now, is there something that |I'm m ssing that nmakes
52 GM food totally different fromanything else, so that
53 you do have a duality?

54

55 MR LAW I think with the Iikes of kosher foods and

56 speci al i st foods, those are niche markets. It's easy
57 for a farner, for exanple, to grow food to a certain
58 producti on met hod, al ongsi de another farmer that's
59 growing food to a different production nethod

60
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1 Wth genetically engineered food it's different in
2 that the pollen doesn't see the fence. So, pollen
3 from one crop noves across a fence into pollen of
4 anot her crop, which nakes it very difficult for the
5 farmer - if a farnmer wants to plant GeE-free, and the
6 nei ghbour's planting GE, how does the farner with the
7 GE-free stop the pollen frommgrating over into that
8 person's crop?
9
10 MR PEARSON: Well, that's a contamination issue, but it's
11 just this point of the dual food chain. Yes, what
12 you're saying rather than a dual food chain, there
13 won't be a dual food chain
14
15 MR LAW At the morment if you want to have CGE-free, you
16 have to ensure fromthe seed, when you put the seed
17 into the ground, that it's GE-free seed, you have to
18 ensure that pollen doesn't come over the fence, you
19 have to ensure that the truck that comes to pick your
20 crop up is not contanminated with residue seed or
21 what ever, or whatever, fromthe nei ghbouring crop or
22 the previous delivery that the truck has nade. \When
23 it goes to the silos the silos have to be totally
24 separate. Wen it goes on to ships, the ships have
25 to be totally separate. Wen it goes into the
26 processing factory it has to be totally separate, it
27 has to be guaranteed etc. So the costs with a dua
28 systemat a nacro | evel
29
30 The kosher, that's a niche nmarket, people produce for
31 that particular market. But when you get into the
32 macro level it's huge costs to the econony and to our
33 suppliers. | nean one company had to build a
34 separate facility because they had two |ots of
35 guar antine, because they had to keep them apart to
36 ensure that they didn't sort of contaninate - they
37 didn't get them nmixed up
38
39 So, if people want choice, and there is a
40 consi derabl e portion of our consuners who want
41 CGE-free, their nanufacturers have to operate in a
42 dual food system and that's expensive, and
43 personally don't believe that it would be possible to
44 keep non- GE produce, non-CE for |ong, because the
45 pollen will just cross pollinate and it will just
46 becorme an ubiquitous. In ny mnd scientists will be
47 happy because they can reap royalties from everybody.
48
49 MR PEARSON: You raised this question of tracing these
50 back to the farm Do you see that as being
51 practicabl e on an international scale?
52
53 MR LAW Absol utely, that's going to becone the standard
54 guestion, have good manufacturing standards, you have
55 to know where your product has come from W talk
56 about good agriculture practice, and good
57 agricultural practice is keeping records of where
58 everything's come from where it's gone to etc.
59 We're tal king now and you' ve read through Governnent
60 docurents, you may have had this nmentioned here, the

31 January 2001



O©CoO~NOOOUTPA,WNE

ABEAPRADMLEILEADRDPDPWWWWWWWWWWNDNNNNNNNNNRERPRERPRPRPERPRRRE
~NOOUORWNRPOOO~NOUOPRWNRPFPOOONODURAWNRPRPOOO~NOOURAWNEO

48
49
50
51
52
53
54
55
56
57
58
59
60

3214
National Nutritional Foods Association QD by M Pearson

seed to the plate, or plough to plate, or fork, farm
to fork, all these different terns that are used, and
as we introduce gl obal standards people have to be
able to account for where these foods have cone from
how t hey' ve been treated, sprayed etc, etc, so

everyt hing about the food chain is becomn ng
docunented so that there is an audit trail all the
way t hrough.

So our manufacturers that are GMifree audited,
certified, those conpanies know - like if we've got a
product here and it's got 20 ingredients, they know
where each of those ingredients have come from they
have to be able to trace that back

VMR PEARSON: And you will be confident that product com ng
fromcountries that are corruptible, and things of
t hat ki nd?

MR LAW Are we tal king Australia, or --

MR PEARSON: I"'mnot talking Australia, but fromtinme to
time in parts of the world there will be issues about
reliability, about the docunentation?

MR LAW That's a brilliant question, that's a good point
you brought up, because what - we're tal king about a
humanity. And fromny experience in life is,
wher ever you have humanity you have corruption, you
have red tape, you have the ability for people to get
around red tape, and it doesn't matter how nuch red
tape you put in, you can have the nobst prescribed
econony in the world, people will find ways around
it.

So, what you've actually illustrated there is, is the
nature of humanity, and if you bring that back to
researchers - for exanple, we see in Australia just
recently some researchers; oops, m stake, we've just
di scovered - we've just invented this horrendous
virus, or whatever it was, bacteria, whatever it

was. Now, you could argue that they were good guys
because they didn't actually use it for bad purposes,
but then they go and publish the research. You think
wel |, gosh, you know, that neans anybody can do that
now.

DR FLEM NG Can | clarify that? Wuld it have been
better for themnot to have published the research?

MR LAW I don't know, that's one of those - in a free
society with free speech, | think that's one of those
really hard questions. | just - do you bury it? O,
do you just put it out there for everybody to nake
use of ?

Now, in a purely humanistic, you know, the optimistic
vi ew of humanity, you put it out there because human
bei ngs essentially are good, etc, etc. But, it only
t akes one bad apple to spoil the box, and I don't
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1 know t he answer to that, no. | don't think anybody

2 really does. But |I'mjust pointing out that this

3 happened, it - they could have gone to Saddam

4 Hussein, or whatever in lrag, or gone to the ClIA or
5 wherever. They didn't.

6

7 DR FLEM NG | go back to M Pearson's question of malice
8 versus inconpetence. Like, this is the question

9 isn't it?

10

11 MR LAW It is, and with - and that's another good issue in
12 relation to ANZFA, because the Royal Jelly issue -

13 and it's not about Royal Jelly, Royal Jelly is just a
14 case study. The whole thrust of wanting to ban

15 Royal Jelly, there were two issues. One was, there
16 was a group of medical - a core of nedical folk who
17 beli eve that dietary supplenents being freely

18 avail abl e to human beings is an anathema to anyt hing
19 decent. They're saying that dietary supplenments have
20 no benefit, and besides which, they can do harm they
21 shoul d be regul ated, not suppl enented, as drugs.
22
23 And, it's nmy view that there is a small group in
24 Australia, and | could nanme probably four or five,
25 won't, but | could, who saw Royal Jelly as an
26 opportunity to discredit conplinmentary healthcare.
27 Unfortunately some of the evidence that they used was
28 actually a product of scientific m sconduct.
29
30 Now, if | can give another exanmple. |In New Zeal and
31 here, about 13, 14 nonths ago | nmmde inquiries to a
32 university here in New Zealand, | won't nmention it,
33 coul d. About sone research that was allegedly - had
34 al l egedly been done at this university. [It's never
35 been published, but this researcher has established a
36 conpany and has marketed a product, and has distorted
37 the market to the tune of mllions of dollars,

38 literally mllions of dollars. W asked the

39 university for the research because, when we went
40 away - and nmenbers conpl ai ned, cane to ne,
41 said, "Could you look at this?" | went away; |ooked
42 at the research. The research that's out there in
43 the scientific arena didn't match what this person
44 was sayi ng.
45
46 Went to the Vice-Chancellor of this university and
47 asked for research, can't give it to us. W nmade a
48 formal conplaint to this university 14 nmonths ago
49 that's still not been addressed.

50

51 Now, that's just a sinple case, it's nmy view that the
52 research has never been done, but | don't know that.
53

54 Now, the point that you raised is actually - what you
55 are stating is that, human bei ngs are unpredictable
56 and that has to be built into a risk analysis, it has
57 to be built into policy etc, etc, and it hasn't been
58

59 MR PEARSON: Are dietary supplenments supplenmented in the
60 United States?
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LAW Yes.
PEARSON: Who regulates then? Is it the FDA?

LAW The FDA suppl enents them under the Health
Education Act, which was currently called DSARE(?).

PEARSON: Do you know what proportion of the FDA' s
budget is devoted to dietary suppl enment regul ation?

LAW | don't. | knowthat it's increasing and that's
because the Congress and Senate are actually
conpelling it to take an interest in dietary
suppl enents. | do know what proportion of the budget
the Australians use for regulating conplinentary
medi ci nes, which is what we call dietary
suppl enents. The Therapeutic Goods Agency roughly -
it's just under 20% of their budget for regulating
medi ci nes, dietary supplement or conplinentary
medi ci nes, nonprescription nedicines and nmedica
devices. Just under 20% of it goes to regul ating
what we call dietary supplements here.

PEARSON: Vel |, on page 9 of your submission, and it's
in your evidence as well, you had a table. Above
that you said that 10% of TGA' s resources to go
towards trying to reduce a 0.0001%ri sk.

LAW Since then | thought their 4.5 mllion dollars,
that they get fromindustry, | thought that that was
for cost recovery. |'ve since found out that it was
just over half of cost recovery, that they actually
spend somewhat nore than that.

PEARSON: The point appears to be that, that [ow risk
is in a regulated environment. Now, you're inplying
that the risk at 0.0001%is an actual incidence of
risk, but in fact it is the risk in a regul ated
environnent, and it may well be that spending that
amount of noney is very successful

LAW There is - in Australia, dietary supplements are
regul ated as nedicines. 1In other words, they are
unsafe until proven safe. |In New Zeal and they're
regul ated as foods, in other words, they're generally
recogni sed as safe or "GRAS" is what it's called. In

ot her words, they're regarded as safe until proven
unsafe. So, this is a debate taking place in terns
of harnoni sation of dietary suppl enment regul ations.

Qur argunent is, that given New Zeal and's hands- of f
regul atory system and given Australia' s very nuch
hands-on regul atory system there is actually no
difference in risk to consuners, and there's no
evidence at all that dietary supplenents are nore
hazardous in New Zeal and than they are in Australia.

Now, given with the Precautionary Principle document
there, it tal ks about the proportionality, about the
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ri sk managenent neasure being proportional to risk.

| would venture to suggest that when you've got a

ri sk of 0.0001 consum ng even 10% of the budget, when
- if you look up to "properly prescribed and used
drugs" is 5.1 - | think that's about a 20 something

t housandfol d difference. There's a 20,000 fold
difference in risk, and only a fourfold difference in

the effort. That doesn't seemright to ne.

MR PEARSON: Is there any significance in those figures
when the dietary supplement which is - in fact, is a
maj or source of GE product?

MR LAW We're not tal king GE there.

MR PEARSON: No, but |I'mjust making the point to you,
you've identified it as very low risk, you want |ess
regul ati on. But paradoxically, |ooking at the najor
themes in your evidence, it is indeed the Industry
that is producing a significant amunt of GE
product .

MR LAW Ckay, there's two things. |If you take ANZFA' s
argunent, then the product that we are using is not
CE, because it's a highly refined - it's highly
refined, and there's no DNA and no --

MR PEARSON: Just let's be straight. W are tal king about
a product of genetically nodified bacteria, aren't
we?

MR LAW We're tal ki ng about ingredients sourced from
bacteria that are genetically engineered in sone
cases, and | don't know what the proportion is. So,
we can't say that all product is from GE bacteria,
okay. So, | don't know what the mix is, okay?

The point that |1've made is that tryptophan was
marketed as a dietary supplenent, it's a blight on
our industry, and we can | ook back and say, | ook
there's tryptophan, it's a blight on our industry,
and there are maybe two ot her cases where there are
blights on our industry. One of those was from GE
one group of people argued that that was GE. Anot her
group of, mainly scientists associated with the
genetic engineering industry, or with regulators,
woul d argue that it was a filtering problem

My viewis that if it was a sinple filtering problem
they'd be able to replicate the problem they haven't
been able to do that, which would | end wei ght towards
it being a genetically engi neered problem

What | am saying in nmy evidence here, and the
Association is saying here, is that there is

evi dence. Now, whether it's 100% bull et proof,

don't know, nobody knows, perhaps never w |l know,
but there is evidence that a product associated with
CE has already caused death and severe harmto

t housands of people, death to as many as 100; but
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nost estinmates around the 50, and serious harmto
per haps 5, 000, give or take.

If dietary supplements were causing a problem if the
CE and dietary suppl ements was causing a problem |
suspect that woul d be picked up, because people know
if they are consum ng dietary suppl enents.

Now, for exanple with tryptophan, the fact that
trypt ophan was causi ng the probl em was picked up
because of the people who were using dietary

suppl enents. It wasn't picked up because of the
babi es that were eating the food that had tryptophan
added, it wasn't picked up fromthe pigs that were
eating the food with the tryptophan added, it was

pi cked up because of the dietary supplenent. So, in
t hat sense you could argue that the dietary

suppl enent industry was the npst sensitive indicator
to a problemin GE technol ogy.

Now, if that's the case, that's a hypothesis; that
the dietary supplenent is a sensitive indicator
because people know i f they're taking supplenents or
not, you don't know what's in your food necessarily.
Then effort should be put into nmonitoring consumners
of dietary supplenents to see if any issues arise.

Now, if ANZFA proposed that as part of their

nmoni toring programe, | would say "here, here;
absolutely go for it, that's wi se counsel, that's -
you're actually nonitoring, |ooking for ongoing
risk". But if you read through ANZFA's docunents,
ANZFA says it is not their role to nonitor the

| ong-term use of these products, all their role is,
to produce the standard and get it on to the narket.
It's not to nonitor, that's sonebody el se's job.

MR PEARSON: Thank you M Law.

* k%

[12.27pm
DR FLEM NG I"d like to clarify something, and that is

concerning your need for long-termtesting and hunan
clinical trials on GE food. And just going back to

t he di scussion previously, concerning who the
scientists are and who would fund them who would be
the scientists that you would get to do the |long-term
food testing and nonitoring presumably?

MR LAW | think there are two i ssues here. One is, who

benefits from GE food? And | think it would be fair
to say that just about all of the benefit, the
benefits of CGE technology to date have been the
conpani es that own the patents. W hear about the
Col den Rice, but when you actually | ook at the anpunt
of Vitamin Athat's in the Golden Rice, it's not
going to nake a difference. You' d have to eat kil os
of the stuff; people don't do that. So that's nore
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an experinmental thing.

So, to date, all of the benefits, essentially, have
been to the proprietary owners of the technol ogy.

So, | would argue on that basis that there is good
grounds for, if they are introducing a proprietary
i ndustry tax into our food chain, up till now the

f ood has been --

DR FLEM NG Sorry, | amunclear. You say the conpany
shoul d be funding the [ong-termresearch?

MR LAW " msaying there's good argunment that the conpany
should. On the other hand, we're tal king about a
public good, we're tal king about public health.

Isn't that what people pay taxes for, to nmonitor the
wel | -bei ng of humanity and to inplenment public policy
that provides a safe environment for people to be
nurtured and to live and to get on with [ife?

So, | think you could argue both ways, | believe,
t hat the conpanies do one or the other. But, if I
can just add to this.

W' ve seen evidence that they - for toxicology tests,
they did one test on one group of mce

DR FLEM NG Who di d?

MR LAW | presunme Monsanto, in the application - whoever
it was, the people who were researching the safety of
the GE food. If we are going to junp from doing one

test on one mpbuse - one group of mce, and say, yep,
that's safe, and then put it out into the food chain
for the whole of humanity, it just seens to ne that
that's a huge | eap.

DR FLEM NG | understand your point there. I'mreally
nmore concerned with exactly which scientists are
going to do this long-termtesting, and al so
noni toring, who would you trust? Wo would be
sufficiently independent and who woul d fund then?
That's really what I"minterested in.

MR LAW Well, | nean those are all good questions, | hope
you cone up with the answers.

DR FLEM NG Thank you

MR LAW Because again, you're tal king about humanity, who
do you trust? GCkay. | mean we're in the niddle of a
gene rush here, we had gold rushes in the past, we
had goat rushes in the 80s, this is a gene rush.
VWere you get money, heaps of noney, ethics just -
for sone people just goes out the window. So, who do
you trust? | nean, that's on a case-by-case
i ndi vi dual - person basis. But the sinple fact is,
that no studi es have been done.
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Now, if | had seen research in here, in the ANZFA
report, that they said, okay, now, having established
in this one test on mice, and then we actually did a
test on mce over, say, three nonths, as all their
procedures say it should be, for three nonths, and
then they said they fed it to a herd of pigs and
there was no problems there, and then they introduced
it tothis town or this locality, whatever, if |I'd
seen that progression, |I'd have a | ot nore assurance
in the process.

But what | seeis, it's a bit like a blind person

| ooki ng at an el ephant, and they've handl ed the
bottom you know, the tubby stubby bits, the trunk
and you know an el ephant's like a tree, or sonebody
takes their tail, and it's |ike a snake or whatever,
you know. | nean how do you get fromone test on a
group of mce to, it's safe for humanity? How do you
get there? There's no progression

DR FLEM NG | understand what you're trying to say.

MR LAW No, what |'msaying with ANZFA, it's mssing, you
can't take a toenail and draw a picture of what the
ani mal | ooks Iike.

Bl SHOP RANDERSON: Just one question on ANZFA. You
menti oned, as we know, that there's only one
New Zeal ander on it, and of course you coul d assess
ANZFA in ternms of Trans-Tasman politics, and it's
ni ne agai nst one, and we don't have nuch chance.
But, | think the essence of your subm ssion, in terms
of what ought to be, is that the substance shoul d
actually match the theory, that what they say they're
going to do, they should in actual fact deliver on?

MR LAW Absol ut el y.

Bl SHOP RANDERSON: It seenms to nme that that's not so nuch
a question of Australia versus New Zeal and as, you
know, truth versus falsity.

MR LAW Absol utely.

Bl SHOP RANDERSON: And | wonder whether you have enough
confidence that there may be, you know, sone of the
Australian representatives who mght be willing to
pitch in on the subject of truth? |'mmndful, for
exanpl e, that when the debate over |abelling came up
| ast year, that what Canberra wanted, it was not
supported by many of the states in Australia, so that
there was division within Australia. And | just
wonder whet her you feel that there's hope, therefore,
that in pursuing better delivery on the prom se that
there may be Australian coll eagues, that night side
wi th New Zeal and ones in achieving that result?

MR LAW Absolutely. And, | nmean, it wouldn't worry ne if

t hese deci sions were made in Tinmbuktu. You know, if
t he process was prescribed or was stated, and
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foll owed and transparent, and the proportional, and
all these other things, who cares where it's done? |
mean it's part of the global paradigm you know, it
doesn't matter where it's done.

But | think, as far as the ANZFA issue is concerned,
and this is raised in the presentation | did before,
was accountability. Now if things go wong, when
things start to go wong, there has to be
accountability. And fromthat point of view one
vote out of ten; New Zeal and has no authority to hold
ANZFA accountable. And when you have your officials
stating that nobody is going to exercise the

st and- out cl ause because they're not going to set
precedent, you may as well throw away the stand-out
clause; it doesn't exist. In fact, it's there in
law, but in practice we do sonmething different.

Bl SHOP RANDERSON: So the tail needs to be prepared to wag

the dog on occasi ons.

DR FLEM NG O the el ephant.

MR LAW I think the politicians need to wake up and snel

the roses. W're not dealing here with some sort of
inert or - we're dealing with food, we're dealing
with the essence of humanity, you know. | nean, we
are what we eat. So, it's not sonething, and ANZFA
intheir report state this, that fromthe risk
management point of view there's |lots of issues,
there's the science and then there's the ethics, and
all these other things. And ANZFA in their
statenments say that they're not interested in al
these other things, that's for the politicians. Now
they're not even getting the science right.

Bl SHOP RANDERSON: No, | take your basic point. Thank

CHAI R:

you.

Do you see food as in a special category? Because
it seems to ne, |ooking back through the history of
manki nd, that mankind tends not to test things for
15 or 20 years, but if there's a good - what seens to
be a good idea that comes al ong, they want to use
it.

MR LAW Human beings are funny creatures. Can | just -
I've been working on - I've worked in an acadenic
career as well, as in industry, and |I've actually -

" mworking towards, or progressing the start of ny
PhD, which you will appreciate, that to get to the
start line there's a lot of work involved. |'ve been
trying to sort of synergise ny industry invol venent
and ny academ c invol venent.

So, could I just put up the nodel |'m working
towards, for a regular industry nodel for dietary
suppl enents, and it interfaces with foods and
nmedi cines? It won't take |ong.
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you, M Law. | was aski ng you whet her you regard
food as being in a special category. And, it's quite
an open question; it mght well be.

MR LAW | think this will answer your question, because

think that at the nonment we've got two categori es,
we' ve got food and we've got nedicine, and with our

i ndustry, our industry is comng in the niddle where
some of our products are sort of to top up the
nutrients, the vitamns, the mnerals and that, and
others, for exanple, sone of the phytoestrogens are
sort of on the therapeutic nedical end.

And | think we've got this divide, and | think we
need to get away fromthat and we need to | ook at
things froma risk point of view

[ M Law approaches whiteboard]

If we look at a high risk up here, and a low risk
down here, and whether it's food, whether it's

di etary supplement, whether it's nedicines, we need
to | ook at something when it first cones on the

mar ket, and we need to say, okay, what do we know

about this product? You know, do we know a | ot about
it?

Now, ANZFA's view is, yes, we know a | ot about corn
and this is substantially equivalent, so we put it
into the lowrisk category. Oher people would say,
| ook, we don't know nuch about GE technol ogy, so
let's put it up here.

Now, after 15 years or so | suspect that these wll
nove down here, and fromhere, so you actually end
up, in 15 years or so, somewhere between here and
here, based on experience.

Ckay, and we do that in nedicines. A new medicine
cones out, it's high-risk, doctor only, maybe
specialist only. After 10, 15 years can you go and
buy it off the counter, because, hey, it's not a
problem Foods cone on the nmarket, or a drug cones
on the market, a dietary supplement. This drug thing
that was in the paper just the last day or two, it's
cone in through a | oophole, it's a diet S. Suddenly
there's a problem oops, it gets pushed up here
because the probl em surfaces quick. Wat happens if
it doesn't surface for 159 years, folic acids in the
food chain. You noticed it in 15 years tine. The
nodel |'mworking towards is, you have a conti nuum of
ri sk rather than black and white.

And that based on experience, based on evidence as it
cones to light, you nove things one way or the

ot her.

Ten years ago nmad cow was down here; now it's up
here. Basically 10, 15 years experience.
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CHAI R:

So, you have to have nonitoring processes in place to
be able to pick this up

Now, with my involverment with the Medical Error
Wor ki ng Group, one of the huge concerns | have for
what's being proposed is the fact that there's no
nmonitoring put in place to see if, not only - there
will be nonitoring for conpliance, and ANZFA state in
one of their docunments that their role in nonitoring
is to nmake sure that there is conpliance, but there's
no role to make sure that the policies - the food
standards that are put in place, are actually
effective; doing the job. And there's a big

di fference between conplying; being effective,
because you can nake a wong decision and conply with
it, it's not effective. You have to have a

nmoni toring process so that you keep revisiting. 1In
any good risk managenent protocol it will have a
monitoring, a continual renewal, revisit etc.

There's none of that in the system They nmake a
decision, that's it, until there's a disaster. Did
answer the question?

You' ve given nme sone information, M Law, thank
you.

Well, thank you very nuch for com ng al ong today and
for the interesting debate that we' ve been able to
have wi th you.

We' Il adjourn until 9.30 tonorrow.

Hearing adjourned at 12.41pm
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