1251

Submission to Consultation on Proposed Amendment to Regulations
under the Medicines Act 1981 - Flouride (2014)
to: askmedsafe 09/01/2015 08:53 a.m.

History: This message has been replied to.

Submission to Consultation on Proposed Amendment to
Regulations under the Medicines Act 1981 — Fluoride (2014)

I do not give permission for my personal details to be released to persons under the
Official Information Act 1982

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA)
and sodium silico fluoride (SSF) are not medicines for the purpose of the Act when
they are manufactured and supplied or distributed for the purpose of fluoridating
community water supplies.” Medsafe

Name:

Email

Address:

Question 1. Do you support the proposed amendment? If not why not?

NO. I do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries
therefore it is a medicine

3. The Medicines Act is designed to protect people from the risk of indiscriminate use
of medicines, reflecting the ethical codes of health professionals to “first do no
harm”

4, The proposed amendment would effectively remove the safety precaution
protecting people from harm thereby undermining the right of every New Zealander
to be safe from the indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat
community water supplies that should be specifically named in the regulation? If so,
what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to
treat people
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

If this submission is made on behalf of an
organisation, please name that organisation
here:

Northland District Health Board

Please provide a brief description of the
organisation if applicable:

Address/email:

@northlanddhb.org.nz

Your interest in this topic (for example, local
body, consumer, manufacturer, health
professional etc):

Health Professional

Question 1

Do you support the proposed amendment? If
not, why not?

Yes, Northland District Health Board
supports the proposed amendment to
Regulations under the Medicines Act 1981.

Question 2

Are there other fluoride-containing
compounds used fo treat community water
supplies that should be specifically named in
the regulation? If so, what are they?

Sodium fluoride, listed by the US Center for
Disease Control {Centers for Disease Control
and Prevention, 2014) as a type of fluoride
additive should ailso be included with
Hydrofluorosilicic acid (HFA) and Sodium
Silico Fluoride (SSF) in the regulation.

v | do not give permission for my personal details to be released to persons under the

Official Information Act 1982.

Reference:

Centers for Disease Control and Prevention, 2014. [Online] Available at:
http:/fwww.cdc.gov/fluoridation/factsheets/engineering/wfadditives.htm [Accessed December

2014).






Regional Public Health

Better Health For The Greater Welltngtan Reglos

9 January 2015

Regulations under the Medicines Act 1981 Consultation
Medsafe

Clinical Leadership Protection & Regulation

Ministry of Health

PO Box 5013

Wellington 6145

askmedsafe@moh.govt.nz

Dear Sir/Madam

Re: Submission on Amendment o the Medicines Regulations made under the Medicines Act 1981
(Re: Fluoride in Drinking Water): Consultation

Thank you for the opportunity to provide a written submission on this consultation document.

Regional Public Health serves the greater Wellington region, through its three district health boards
{DHBs): Capital and Coast, Hutt Valley and Wairarapa and as a service is part of the Hutt Valley
District Health Board.

We work with our community to make it a healthier, safer place to live, We promote good health,
prevent disease and improve the quality of life for our population, with a particular focus on children,
Maori and working with primary care organisations. QOur staff include a range of occupations such as:
medical officers of health, public health advisors, health protection officers, public health nurses, and
public health analysts.

We have provided comment on the questions presented for the proposed amendment, and are
happy to provide further advice or clarification on any of the points raised in our written submission.
The contact point for this submission is:

Barbara Stevenson

Health Protection Officer

Email: Barbara.Stevenson@huttvalleydhb.org.nz
Tel: (04) 570-9002

Kind regards

I ™~
o — \
’ LV A

Dr Stephen Palmer Peter Gush
Medical Officer of Health Service Manager

Regional Public Health, Huit Valiey Distric{ Health Board, High Street, Private Bag 31-907, Lower Hult 5040, New Zealand
Telephone 04 570 9002, Facsimile 04 570 9211, Email RPH@huitvalleydhb.org.nz, Web www.rph.org.nz



st Do ou susbrtthe roposed smandrent ok why nok?

Tooth decay remains the single most chronic disease amongst New Zealanders of all ages, with
consequences of pain, infection, impaired chewing ability, tooth loss and absence from work and
school. Tooth decay is an irreversible disease.

Regional Public Health considers dental decay to be an important public health issue, with poorer
health outcomes reflective of differences within the community, with regards to ethnicity and socio-
economic status.

In many parts of the world, community water fluoridation is used as a preventative measure. It is
considered to be the most cost effective public health measure to reduce the burden of dental
disease across the whole population,

The fluorine containing compounds used for fluoridation in New Zealand are sodium fluorosilicate or
(SSF), and hydroflucrosilicic acid or (HFA}. These compounds have all been shown to dissolve fully in
water to release fluoride ions, which are identical to those found naturally in New Zealand water at
levels (0.1-0.2 mg/L).

The World Health Organisation recognises an adequate lower level of intake and sets an upper limit
on the levels of flueride in drinking water (range 0.5-1.5 mg/L).

In New Zealand, the Ministry of Health {MOH} has similarly recommended that the fluoride content
for drinking water range between {range 0.7-1.0 mg/L); and the maximum acceptable value for
drinking water has been set at 1.5mg/L.

Regional Public Health supports the addition of fluoride substances into drinking water at the MOH
prescribed acceptable levels {0.7-1.0 mg/L}, and thus is supportive of the proposed amendment that
fluoride substances that are used to treat drinking water are not medicines.

Questlon 2: Are there other fluor_rde#contaln:ng compounds used to treat_the communlty water
supplles that should be specaflcally named m the regulatlon? If so what are they7 ' '

Regional Public Health supports the incorporation of the named fluoride substances sodium
fluorosilicate (SSF), and hydrofluarosilicic acid (HFA), in the regulation. However, it is recommended
that the regulations include a requirement for a quality standard, to control the purity of these
substances which will be added to drinking water.
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name;

If this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Address/emalil:

Your interest in this topic (for example,
local body, consumer, manufacturer,
health professional etc):

Private citizenfratepayer

Question 1

Do you support the proposed amendment?
{f not, why not?

Yes

Question 2

Are there other fluoride-containing
compounds used to treat community water
supplies that should be specifically named
in the regulation? If so, what are they?

Please note that all correspondence may be requested by any member of the public under



the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

i I do not give permission for my personal details to be released to persons under the
Official Information Act 1982.

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.
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Amendment of Exemption of Fluoride Chemicals - submission
= 1. askmedsafe 09/01/2015 11:10 a.m.

History: This message has been replied to.

Dear Sirs
Please find below my submission against the proposed amendment:

| give permission for my personal defails io be released o persons under the Official Information Act
1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines Act 1981
- Fluoride {2014)

“It is proposed that a hew regulation be made under section 105(1Xi) that: Fluoride containing
substances, including the substances hydroftuorosilicic acid (HFA) and sodium silico fluoride (SSF)
are not medicines for the purpose of the Act when they are manufactured and supplied or distributed
for the purpose of fluoridating community water supplies.” Medsafe

Nam
Eme
Addres

Question 1. Do you support the proposed amendment? If not why not?

NO. | do not support the proposed amendment because:

1. Flueride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore itis a
medicine

3.  The Medicines Act is designed {o protect people from the risk of indiscriminate use of medicines,
reflecting the ethical codes of health professionals to “first do no harm”

4, The proposed amendment would effectively remove the safety precaution protecting people from
harm thereby undermining the right of every New Zealander 1o be safe from the indiscriminate use of
medicines

Question 2. Are there other fluoride-containing compounds used fo freat community water supplies
that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In community
water fluoridation (CWF) the purpose of fluoride and its compounds is to freat people

{ do not wish to speak to my submission.

Regards
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fluoride
f T 7 to: askmedsafe 09/01/2015 11:10 a.m.
Sete vy,

History: This message has been replied to.

I do not support the proposed amendment.

I have a special interest in nutrient testing. 1 have a brother with over 30 years as a dentist
and sister with over 30 years working in the school dental system. She has worked in both
fluoridated and non-fluoridated regions.

My reasons for not supporting the amendments is because fluoride has powerful chemical
effects on the human body - all creatures for that matter - and is therefore a medicine.
Placing fluoride in water supplies is an extremely inefficient means of delivery.

Bear in mind that:

® [Fluoride is the most reactive of the halogens which includes bromine, chlorine and
iodine

e Fluorine, chlorine and bromine are now ubiquitous in our food, medicines, water and
plastics.

e Inmy testing of people there is at least a 90% rate of deficiency in iodine which is
essential for life including brain function, thyroid and disease resistance, including
many cancers.

o Fluorine, chlorine and bromine interfere with their less reactive cousin: iodine. For
example, crowding out the iodine receptors of the thyroid.

® We have a national epidemic of thyroid diseases that is increasing by the day. Iodine
deficiency plus the widespread use of fluorine, chlorine and bromine are at the very
heart of this.

I would point out that the actions of the halogen elements is basic Stage One Chemistry. The
actions of these on the thyroid are also basic physioclogy and hardly rocket science.

Further points with regards to dental decay:

e [luoride does harden teeth but only by surface contact for mature teeth. Delivery
through water supplies is extremely inefficient and unhealthy as per my earlier points
about thyroid diseases.

If we were really serious about dental health we would:

e Fund twice yearly visits to the dentist/dental therapist and build the school dental
therapist system instead of progressively running it down as is currently the case.

e During these visits the patient can have fluoride painted onto the tooth surfaces and
then the residue washed out and disposed of so that there is minimal systemic and
environmental contamination.

® Deal with the real issues of dental decay which is poverty. This means a living wage
that a family can live on in terms of being able to afford good housing, good foed,
visits to the dentist and a good education for their children. I recently visited Norway
where the minimum wage is approximately the equivalent to NZ$28. Needless to say,
they generally have very good health, including dental, and their water is not
fluoridated and most, if not all, is not even chlorinated.

The point is this: Fluoridating water supplies is missing the point, while being potentially
harmful!



Consultant

Academic Qualifications:
DipPhEd, PGDipRehab, PGDipSportMed {Otaan)

Are we any good at what we do?- )
More detail, including industry practitioner training:

Website

How to find my office

Legal Disclaimer

This e-mail message and any accompanying attachments may contain information that is
confidential and subject to legal privilege. If you are not the intended recipient, do not read,
use, disseminate, distribute or copy this message or attachments. If you have received this
message in error, please notify the sender immediately and delete this message.



Submission to Consuitation on Proposed Amendment to Regulations
under the Medicines Act 1981 - Fluoride (2014)
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I do not give permission for my personal details to be released to persons
under the Official Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 -~ Flucoride (2014)

"It is proposed that a new regulation be made under section 105{1) (i) that:
Fluoride containing substances, including the substances hydrofluorcsilicic
acid (HFA) and sodium silico fluoride (SSF) are not medicines for the
purpese of the Act when they are manufactured and supplied or distributed
for the purpose of fluoridating community water supplies.” Medsafe

Name:
Email:
Address:

Question 1. Do you support the proposed amendment? If not why not?

NO. I do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disesase of
dental caries therefore it is a medicine

3. The Medicines Act is designed to protect people from the risk of

indiscriminate use of medicines, reflecting the ethical codes of health
professionals to “first do no harm”

4. The propcsed amendment would effectively remove the safety
precaution protecting people from harm thereby undermining the right of
every New Zealander to be safe from the indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat
community water supplies that should be specifically named in the
regulation? TIf so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water
supplies. In community water fluoridaticn (CWT) the purpose of fluoride
and its compounds is to treat people

I do not wish to speak to my submission.

Rerro=



Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 submission from
{0 askmedsafe / 09/01/2015 10:53 a.m.

History: This message has been repﬁe’d to.

Name:

If this submission is made on behalf'of an organisation, please nagie that organisation here:
n/a

Please provide a brief descripjfon of the organisation if applicable:n/a

Address/email:

Your interest in thisfopic:

. The fluoridation
fnence in NZ.

I have recently wiitten a master thesis on urationality and science denialis
debate has become a major focus of my attgntion due to it's current pro:

Question 1, Yo you support the proposed amendment? If not, why n
Yes.

Question 2

Are thiere other fluoride-containing compounds used to treaf community water supplies that
shoyld be specifically named in the regulation? If so, whay are they?

Y¢és. Sodium Fluoride should also be named. It can be ¥sed for water fluoridation, and it is
ot impossible that council/will wish to resort to using it for fluoridation in favour of the
more scary sounding chemicals. There is currently a/push in "natural health" circles to not
consume anything that ypu can not pronounce. Alt}xough irrational, this manta is very
popular, and will likely lead some individuals to /avour the use of sodium fluoride.

,f/ /
/ /
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SURMISS|ON FORM:
askmedsafe 09/01/2015 10:35 a.m.

History; This message has been replied to.

| do not {delete whichever does not apply) give permission for
my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines Act 1981 — Fluoride
(2014)
“It is proposed that a new regulation be made under section 105(1)i) that:

Fluoride containing substances, including the substances
hydrofluorosilicic acid (HFA) and sodium silico fluoride (SSF) are not
medicines for the purpose of the Act when they are manufactured and
supplied or distributed for the purpose of flucridating community water
stpplies.” Medsafe

Name:

Email.
Addrest

Question 1. Do you support the proposed amendment? If not why not?
NG, | do not support the proposed amendment because:

1. Flucride is not a water treatment like chlorine
2. Fluoride is added to the water as treatment for the disease of dental caries therefore it is a medicine

3. The Medicines Act is designed to protect people from the risk of
indiscriminate use of medicines, reflecting the ethical codes of health
professionals to "first do no harm”

4. The proposed amendment would effectively remove the safety

precaution protecting people from harm thereby undermining the right of

every New Zealander to be safe from the indiscriminate use of medicines

Question 2. Are there other fluoride-containing

compounds used to treat community water supplies that should be

specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to 'treat’ community water supplies, In community water
fluoridation (CWF) the purpose of fluoride and its compounds is to treat people

| do / do not {delete whichever does not apply) wish to speak to my submission.

Post to:

Regulations under the Medicines Act 1981 Consuitation
Medsafe

Ciinical Leadership Profection & Regulation

Ministry of Health

PO Box 5013

Wellington 6145

Email to: askmedsafe@moh.qovt.nz




I would prefer that the Government continued to research as well as make the public aware of
the effects that our processed foods especially the sugar content in the foods we eat.

We already have flouride toothpastes that the majority of New Zealanders use daily, if not
twice daily.

I do not wish to speak to my submission.
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fluoride 1S a medicine
- r : askmedsafe 098/01/2015 10:35 a.m.

istory: This message has been replied to.

SUBMISSION FORM

t do not give permission for my personal details to be released to persons under the Official
information Act 1982

Submission to Consultation on Proposed Amendment to Reguilations under the Medicines Act
1981 - Fluoride (2014)

Name: &

Email:

Address: ‘

Question 1. Do you support the proposeu utnenument? If not why not?

NO. | do not support the proposed amendment because:

1. A medicine is not defined by the dose used, but by the purpose for which it is administered -in
this case these chemicals are added to the public water supply to treat dental disease. That makes
fluoridating chemicals medicines.

1t is an absurd notion to try to support placing an established enzyme toxin into drinking water in
the hope that it might prevent a cavity or two in a lifetime. In fact, many legitimate studies indicate
that fluoridation might save barely half a tooth surface of the possible 128 surfaces. What is doubly
absurd is to ask all thinking people to accept that adding fluoridating chemicals into drinking water
to protect against dental caries does not constitute the administration of a medicine.

When a pharmacist creates a medicine he/she takes a chemical compound and dilutes it with water
to arrive at a concentration {medicinal strength) that is beneficial to a particular patient. In doing so,
they are creating a medicine of the compound.

Adding silicofluoride compounds to the drinking water supply at a typical difution of 240,000:1 is no
different than the earlier pharmaceutical act. A public health authority acts as the pharmacist in this
case and authorizes others to mix the silicofluoride compound with drinking water in such a manner
as to reach a concentration { medicinal strength ) of somewhere between 0.7 mg/l and 1.0 mg/|,
deemed by the authority to be protective against the disease of dental caries. Every lay persaon can
see clearly that water fluoridation is the preparation and distribution of a medicine.

‘A medicine is not defined by the dose used, but by the purpose for which it is administered

If one fooks up the word “medicine” in any major dictionary in the English language the definition is
very simple and clear. A medicine is “a substance that is used to treat, prevent or mitigate a
disease.” In other words it is defined by its purpose. It is not defined by the dose used or even by
whether it works or not.

Fluoride chemicals (HFA, SFA, NaF) are added o the water supply — in the few countries that
practice water fluoridation — in order to fight tooth decay, which is a disease.

See,

Caries as a Disease of Civilization {Chapter XI, Blackwell Scientific Publications, The physiclogy and

biochemistry of the mouth (4 Ed) by G Neil Jenkins)

This makes these fluoride compounds medicines by universal definition. To claim that somehow
these are no longer medicines in the doses delivered via water fluoridation is nonsense. Assuming
that fluoride at some higher dose was considered by NZ's Medicines’ Act was a medicine, lowering
the dose to a level of approximately 1 ppm used in water fluoridation could do two possible things:
a) it could lower its effectiveneass and b) it could reduce its toxic side effects, but it would not change
the purpose for which these substances were added to the water supply. At whatever dose used in



tablet form, or whatever the concentration added to water {0.6 ppm, 0.7ppm, 1.0 ppm or 1.2
ppm) the purpose remains the same: to fight tooth decay. Therefore they remain medicines and
water fluoridation remains medical treatment.

For the NZ Ministry of Health to attempt to change the definition of fluoride as used in water
fluoridation from anything else but a medicine would make its support of this unscientific and
unethical practice even more embarrassing than it already is. The effort to change the language
itseif represents the last desperate exercise in the application of arbitrary governmental power in
support of a bankrupt policy. Clearly reason and scientific argument have failed. it is consistent with
a series of steps taken recently in NZ to keep the practice of water fluoridation going at all costs.
2. Fluoride is not a water treatment chemical to treat the water (like chlorine) but simply to use
the water supply to deliver medical treatment.

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4.  The proposed amendment would effectively remove the safety precaution protecting people
from harm thereby undermining the right of every New Zealander to be safe from the indiscriminate
use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water

supplies that should be specifically named in the regulation? if so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water s.pplies. In community
water fluoridation (CWF) the purpose of fluoride and its compounds is to treat people

I do not wish to speak to my submission
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Fluoride IS a medicine

A askmedsafe 09/01/2015 10:30 a.m.
Sentoy: TR et e
Please respong wo viv

History: This message has been replied to.

SUBMISSION FORM

I do not give permission for my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 — Fluoride (2014)

Name: V'
Email: ) Tooa
Address

Question 1. Do you support the proposed amendment? If not why not?

NO. I do not support the proposed amendment because:

1. A medicine is not defined by the dose used, but by the purpose for which
it is administered -in this case these chemicals are added to the public
water supply to treat dental disease. That makes fluoridating chemicals
medicines.

In the last few years NZ health authorities have gone to some extraordinary
lengths to continue their support and promotion of the outdated, unscientific
and unethical practice of water fluoridation. But now they have reached a new
low in their public relations tactics. They are attempting to change the language
itself. Under the NZ Medicines Act they are trying to maintain that fluoride is a
medicine in tablet form but not at the concentrations used in water fluoridation
programs. But this is absurd. A medicine is not defined by the dose used, but
by the purpose for which it is administered

If one looks up the word “medicine” in any major dictionary in the English
language the definition is very simple and clear. A medicine is “a substance that
is used to treat, prevent or mitigate a disease.” In other words it is defined by its
purpose. It is not defined by the dose used or even by whether it works or not.

Fluoride chemicals (HFA, SFA, NaF) are added to the water supply — in the few
countries that practice water fluoridation — in order to fight tooth decay, which
1s a disease.



See,
Caries as a Disease of Civilization {Chapter X1, Blackwell Scientific Publications, The
physiology and biochemistry of the mouth (4“1 Ed) by G Neil Jenkins)

This makes these fluoride compounds medicines by universal definition. To
claim that somehow these are no longer medicines in the doses delivered via
water fluoridation is nonsense. Assuming that fluoride at some higher dose was
considered by NZ’s Medicines’ Act was a medicine, lowering the dose to a
level of approximately 1 ppm used in water fluoridation could do two possible
things: a) it could lower its effectiveness and b) it could reduce its toxic side
effects, but it would not change the purpose for which these substances were
added to the water supply. At whatever dose used in tablet form, or
whatever the concentration added to water (0.6 ppm, 0.7ppm, 1.0 ppm or
1.2 ppm) the purpose remains the same: to fight tocth decay. Therefore
they remain medicines and water fluoridation remains medical treatment.

For the NZ Ministry of Health to attempt to change the definition of fluoride as
used in water fluoridation from anything else but a medicine would make its
support of this unscientific and unethical practice even more embarrassing than
it already is. The effort to change the language itself represents the last
desperate exercise in the application of arbitrary governmental power in
support of a bankrupt policy. Clearly reason and scientific argument have
failed. It is consistent with a series of steps taken recently in NZ to keep the
practice of water fluoridation going at all costs.

2. Fluoride is not a water treatment chemical to treat the water (like chlorine) but simply to
use the water supply to deliver medical treatment.

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting people
from harm thereby undermining the right of every New Zealander to be safe from the
indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat

people

I do not wish to speak to my submission
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: Proposed Amendment to Regulations Under Medicines Act - Fluoride

i ‘ ' - askmedsafe 09/01/2015 10:29 a.m.
Please respuiiu w wenn

History: This message has been replied to.

8th 2015
Dear Ministry of Health

I enclose my submission to the proposed amendment to the Medicines Act 1881
to exempt fluorides. I am a qualified teacher and now retired.

Question 1: Do you support the proposed amendment? If not, why not?

I do not support the propesed amendment. In 1983, Lord Jauncey {(McColl v.
Strathclyde} ruled that fluoridated water clearly falls under the Medicines
Lct, since its purpose is to prevent the disease of dental caries.
Exempting fluoride from the New Zealand Medicines Act, will not change the
fact that fluoridated water is a medicine.

"The truth does not cease to exist simply because it is ignored" - Aldous
Huxley

The proposal is unethical since it will override the precautionary
principle protecting New Zealand citizens from harm through the
indiscriminate use of medicines and would violate the hypocratic ocath to
'first do no harm'. It is impossible to control the dose through the water
supply because it is not possible to monitor the amount of water that
individuals ingest.

The World Health Organisation guidelines to assess the total fluoride
intake of z2ll individuals from all sources is not being observed in New
Zealand and dental fluorosis, the outward sign of overexposure te fluoride,
is now epidemic in children in fluoridated areas. WNo individual health
monitoring is being conducted in fluoridated areas to assess the long term
adverse health effects.

Senior EPA scientists, Dr Willilam Hirzy and Dr Robert Carton conducted an
intensive study into the harms from fluoride exposure and concluded that
the only safe level of fluoride for babies is zero. The proposal to exempt
fluoride would therefore put New Zealand babies at serious risk. It is
more vital than ever to protect infants from exposure now that fluoride has
been identified as a developmental neurotoxin by Harvard professors Dr
Philippe Grandjean and Dr Philip Landrigan. This proves the effects are
systemic and that fluoride is unguestionably a medicine.

The New Zealand Ministry of Health risks international condemnation if this
propesal is implemented, since fluoridation is now thoroughly discredited
by the overwhelming weight of scientific research, including the Harvard
research and over 40 scientiflic studies that support these findings.

Question 2. Are there other fluoride-containing compounds used Lo treat
community water supplies that should be specifically named in the
regulation? If so, what are they?

NQ. Fluoride and its compounds are not used to ‘treat’ community water
supplies. In community water fluoridation (CWF) the purpose cf fluoride
and its compounds i1s to treat people.

I do net wish to speak to my submission.

Yours sincerely






SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

Dr Robert Weir, Medical Officer of Health
and Clinical Director {MidCentral Public
Health Service)

Dr Philip Marshall, Clinical Director
{(MidCentral DHB Child and Adolescent
Oral Health Service)

If this submission is made on behalf of an
organisation, please name that
organisation here:

MidCentral Public Health Service and Child
and Adolescent Oral Health Service

Please provide a brief description of the
crganisation if applicable:

Address/email;

robert.weir@midcentraldhb.govt.nz

Your interest in this topic (for example,
local body, consumer, manufacturer,
health professional etc):

Health professional

Question 1

Do you support the proposed amendment?
If not, why not?

Yes

Question 2

Are there other fluoride-containing
compounds used to treat community water
supplies that should be specifically named
in the regulation? If so, what are they?

Not in the MidCentral DHB area

12672



Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

0 | do not give permission for my personal details to be released to persons under the
Official Information Act 1982,

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of ali those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.



SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

If this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Address/email;

Your interest in this topic (for example,
local body, consumer, manufacturer,
health professional etc):

Consumer / Scientist / Science educator &
communicator

Question 1

Do you support the proposed amendment?
If not, why not?

Yes.

Question 2

Are there other fluoride-containing
compounds used to treat community water
supplies that should be specifically named
in the regufation? If so, what are they?

Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
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consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the foilowing box:

X | do not give permission for my personal details to be released to persons under the
Official Information Act 1982,

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.
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Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 submission from
to: askmedsafe 09/01/2015 10:53 a.m.

History: This message has been replied to.

Name:

If this submission is made on behalf of an organisation, please name that organisation here:
n/a

Please provide a brief description of the organisation if applicable:n/a

Address/email:

Your interest in this topic:

I have recently written a master thesis on irrationality and science denialism. The fluoridation
debate has become a major focus of my attention due to it's current prominence in NZ.

Question 1, Do you support the proposed amendment? If not, why not?
Yes.
Question 2

Are there other fluoride-containing compounds used to treat community water supplies that
should be specifically named in the regulation? If so, what are they?

Yes. Sodium Fluoride should also be named. It can be used for water fluoridation, and it is
not impossible that council will wish to resort to using it for fluoridation in favour of the
more scary sounding chemicals. There is currently a push in "natural health" circles to not
consume anything that you can not pronounce. Although irrational, this manta is very
popular, and will likely lead some individuals to favour the use of sodium fluoride,



09/01/2015 10:37 a.m.
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Fluoride

0: askmedsafe 09/01/201510:36 a.m.

History: This message has been replied to.

I do give permission for my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water
supplies.” Medsafe

Nar e mnn -
Em: ~

Address:

Question 1. Do you support the proposed amendment? If not why not?

NO. I do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it is
a medicine

3.  The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4,  The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from the
indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat

people

I believe that every New Zealander has a right to have their say. By making it compulsory
that councils put Flouride into our water supply then that is removing that right as a New
Zealander to have our say.



I would prefer that the Government continued to research as well as make the public aware of
the effects that our processed foods especially the sugar content in the foods we eat.

We already have flouride tootbpastes that the majority of New Zealanders use daily, if not
twice daily.

I do not wish to speak to my submission.
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% Fluoride S1ihmissian
% - wSKkmedsafe 09/01/2015 10:10 a.m.

History: This message has been replied to.

| do not give permission for my personal details to be released to persons under the Official
Information Act 1882

Submission to Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water
supplies.” Medsafe

Namc ~

Emai

Address ) -

Question 1. Do you support the proposed amendment? If not why not?

NOQ. | do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it
is a medicine

3.  The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4.  The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from the
indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to freat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people

{ do not (delete whichever does not apply) wish to speak to my submission.

Kind regards,
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

If this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Address/email:

Your interest in this topic (for example,
local hody, consumer, manufacturer,
health professional etc):

Dental student

Question 1

Do you support the proposed amendment?
If not, why not?

Yes | do

Question 2

Are there other fluoride-containing
compounds used to treat community water
supplies that should be specifically named
in the regulation? If so, what are they?

The practice of Water fluoridation should
not be subject to the medicines act. HFA
is commonly used, however, it's not what
goes into the water that’s relevant but what
comes out of the tap.

Fluoride ions at .7-1ppm do not represent
a medicine as they do not render any
known side effects.




Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

g | do not give permission for my personal details to be released to persons under the
Official Information Act 1982.

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. in the case of individuals who withhold permission to release personal details,
the name of the organisation wiil be given if supplied.
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

If this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Address/email:

Your interest in this topic (for example, Consumer
local body, consumer, manufacturer,

health professional etc):

Question 1 Yes

Do you support the proposed amendment?
If not, why not?

Question 2

Are there other fluoride-containing
compounds used to treat community water
supplies that should be specifically named
in the regulation? If so, what are they?

The practice of Water fluoridation should
not be subject to the medicines act. HFA
is commonly used, however, i's not what
goes into the water that's relevant but what
comes out of the tap.

Fluoride ions at .7-1ppm do not represent
a medicine as they do not render any
known side effects.




Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

o | do not give permission for my personal details to be released to persons under the
Official Information Act 1982,

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.



Prannsed Amendment to Regulations under the Medicines Act 1981
to: askmedsafe 09/01/2015 10:21 a.m.

This message has been replied to.

Submission to Consultation on Proposed Amendment fo Regulations under the Medicines Act 1981 — Fluoride
(2014)

I do not give permission for my personal details o be released to persons under the Official Information Act
1982

It is proposed that a new regulation be made under section 105(1){i) that fluoride containing substances,
including the substances hydrofluorosilicic acid (HFA) and sodium silico fluoride (SSF) are not medicines for
the purpose of the Act when they are manufactured and supplied or distributed for the purpose of fluoridating
community water supplies.” Medsafe

1. Do you support the proposed amendment? If not why not?

No. 1 do not support the proposed amendment because fluoride is not a water treatment like chlorine; it is used to
treat dental caries, not to make the water supply safe to drink. Adding fluoride to the water in order to treat a
medical problem makes it a medicine. People have the right to know that they are being medicated, and to refuse
medication if they wish, regardless of what the medication is or how it is administered. The Medicines Act is
designed to safeguard people from the indiscriminate use of medicines, and to protect these rights. The proposed
amendment would remove this protection, and allow the forced medication of people against their will.

2. Are there other fluoride-containing compounds used to treat community water supplies that should be
specifically named in the regulation? If so, what are they?

No. Fluoride and its compounds are not used to treat the water supply itself. Rather, they are used to treat
people’s dental caries, making them medicines.

Thank you for your time,
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Fluoride
askmedsafe 08/01/2015 10:21 a.m.

This message has been replied to.

I do give permission for my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 — Fluoride (2014)

It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA)
and sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they
are manufactured and supplied or distributed for the purpose of fluoridating
community water supplies.

Name: ! i mma

Email: ;

Address: 1 _ o

I do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it is a
medicine

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to first do no harm

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from the
indiscriminate use of medicines

Fluoride and its compounds are not used to treat community water supplies. In community
water fluoridation (CWF) the purpose of fluoride and its compounds is to treat people

1 do not wish to speak to my submission.

Faithfull
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name;

If this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Address/email:

Your interest in this topic (for example,
local body, consumer, manufacturer,
health professional etc):

Fluorine chemist, and ~

Question 1

Do you support the proposed amendment?
if not, why not?

Yes.

Question 2

Are there other fluoride-containing
compounds used to treat community water
supplies that should be specifically named
in the regulation? If so, what are they?

Sodium fluoride, may also be used to treat
community water supplies & should be
specifically named in the legislation.

The practice of water fluoridation should
not be subject to the Medicines Act
Fluoride is of benefit at the concentrations
used in CWF; and there are no harmful
side effects at these concentrations.
Fluoride ions do not constitute a medicine.
Besides fluoride may be present at these

or higher concentrations naturally.




Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

X | do not give permission for my personal details to be released to persons under the
Official Information Act 1982,

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.



Fluoride
F safe 09/01/2015 10:16 a.m.
Sent by
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History: This message has heen replied to.

Submission to Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 — Fluoride (2014)

I do not give permission for my personal details to be released to persons under the Official
Information Act 1982

It is proposed that a new regulation be made under section 105(1)(i) that fluoride containing
substances, including the substances hydrofluorosilicic acid (HFA) and sodium silico fluoride
(SSF) are not medicines for the purpose of the Act when they are manufactured and supplied
or distributed for the purpose of fluoridating community water supplies.” Medsafe

1. Do you support the proposed amendment? If not why not?

No. I do not support the proposed amendment because fluoride is not a water treatment like
chlorine; it is used to treat dental caries, not to make the water supply safe to drink. Adding
fluoride to the water in order to treat a medical problem makes it a medicine. People have the
right to know that they are being medicated, and to refuse medication if they wish, regardless
of what the medication is or how it is administered. The Medicines Act is designed to
safeguard people from the indiscriminate use of medicines, and to protect these rights. The
proposed amendment would remove this protection, and allow the forced medication of
people against their will.

2. Are there other fluoride-containing compounds used to treat community water supplies that
should be specifically named in the regulation? If so, what are they?

No. Fluoride and its compounds are not used to treat the water supply itself. Rather, they are
used to treat people, making them medicines.
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Submission to Consultation on Proposed Amendment to Regulations
under the Medicines Act 1981 — Fluoride (2014)

=0 e
{ﬂcﬂ’ tot (delete whichever does not apply) give permission _for my personal details to be
released to persons under the Official Information Act 1982

Lo/ do not (delete whichever does not apply) wish to speak to my submission

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water
supplies.” Medsafe

Name:

v

Email:

Address:

Question 1. Do you support the proposed amendment? If not why not?

NO<1 do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it is
a medicine

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from the
indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat commmity water
supplies that should be specifically named in the vegulation? If so, what are they?

NO: Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people

Post to:

Regulations under the Medicines Act 1981 Consultation
Medsafe

Clinical Leadership Protection & Regulation

Ministry of Health

PO Box 5013

Wellington 6145

Email to: askmedsafe@moh.govt.nz
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Submission to Consultation on Proposed Amendment to Regulations
under the Medicines Act 1981 - Fluoride (2014)
iskmedsafe@moh.govi.nz 09/01/2015 09:27 a.m.

History: This message has been replied to.

I do not give permission for my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water
supplies.” Medsafe

Name

Email

Address: . .

Question 1. Do you support the proposed amendment? If not why not?

NO. I do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it is
a medicine

3.  The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4.  The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from the
indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people

I do not wish to speak to my submission,

This email has been filtered by SMX. For more information visit smxemail.com
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

If this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Address/email;

Your interest in this topic (for example,
local body, consumer, manufacturer,
health professional etc):

Healthy individual and proponent of staying
healthy naturally

Question 1

Do you support the proposed amendment?
If not, why not? ' '

NO.

This amendment frees the govt of it's
responsibility to regulate hazardous/toxic
substances in the community/country.

Question 2

Are there other fluoride-containing
compounds used to treat community water
supplies that should be specifically named
in the regulation? If so, what are they?

NO, there are probably 50 to 100 chemical
variations that could be called fluoride that
could be used alternatively, if one or other
chemical were specifically banned or
restricted, just as the legal high saga has
played out. All of those alternatives were
more injurous than the natural product they
were produced to circumvent the narcotic
laws.




Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

O | do not give permission for my personal details to be released to persons under the
Official Information Act 1982.

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.

Further comment.

Fluoride in all of it's forms has been removed by most metropolitan areas —worldwide- as the
proof that that it works simply does not exist, no double blind studies have been successful
in showing any benefits and of course the metadata analysis haven't been done or showed
no correspondence.

A metadata analysis would definitely show a correspondence between fluoride use in
watersupplies and oesteo conditions like decalcification, bone brittleness, age related
injuries, joint replacements etc.

The argument that it is a natural product is absolute hogwash.

Even worse, in the 1920’s it was noticed that the populations in areas where the ground-
water supply had naturally occurring —calcium fluoride ions had great teeth and lower
incidence of caries. This observation was carried over to insinuate sodium fluoride
compounds must have the same beneficial effect and can be commercially produced
directly or as a by-product of other industrial activity. These are added to the water supply in
particulate form.

Simple observation of the process and precautions necessary to be undertaken by the
operators at the water treatment plants MUST be proof that it should be halted altogether. It
is a supremely toxic substance that would be treated as a war crime if it was used in Syria or
Afghanistan. Yet here we accept it as lambs to slaughter. | propose that you our leaders take
the unprecedended step and do the reverse of what you are proposing and ban all sodium
flucride compounds from NZ water supply.

Thank you
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Dear Medsafe

SUBMISSION ON PROPOSAL THAT HFA AND SSF ARE NOT MEDICINES FOR THE PURPOSES OF THE
MEDICINES ACT WHEN THEY ARE MANUFACTURED AND SUPPLIED OR DISTRIBUTED FOR THE
PURPOSE OF FLUORIDATING COMMUNITY WATER SUPPLIES

Firstly 1 wish to register my objection to the timing of this proposal and the deadline for submissions.

Given that millions of New Zealanders are involuntary consumers of water fluoridated with HFA &
SSF and are unaware that HFA & SSF are in fact industrial waste products which also include
unguantified amounts of other toxins including arsenic, mercury, and lead, you have a duty to
ensure that they are aware of this proposal as well as the ramifications of it being accepted and are
given sufficient opportunity to respond.

QUESTION 1: DO YOU SUPPORT THE PROPOSED AMENDMENT? IF NOT, WHY NOT?

ANSWER TO QUESTION 1
| do not support the proposed amendment for the following reasons:
A:

There are two issues which are ongoing in the Courts relating to this proposal: the first involves the
Bill Of Rights which protects us from forced medication.

The second involves our right to the protections of the Medicines Act in regard to the dispensing of
toxic substances.

With both of these issues yet to be finalised in both the Appeals Court and the Supreme Court this
proposal seeks to pre-empt both the due process of the Judiciary and Parliament with minimal
publicity during the holiday season.

| submit that it is not appropriate for MOH officials to try to interfere with the protections that both
the Bill of Rights Act and the Medicines Act provide. If the Judiciary who are charged with
interpreting the law find that fluoridating our water with HFA & SSF breaches either Act the issue
should then be dealt with by Parliament who are charged with creating and amending Laws.

B:

Given that Sodium Fluoride tablets which are subject to the Medicines Act, and are accordingly free
of contaminants, controlled by pharmacy only distribution and come with an advisory based upon
the science of toxicology that pregnant mothers and children under 3 years of age should avoid
them completely, it defies all logic and ethical principle for the MOH to exempt industrial waste
grade variants such as HFA & SSF when they are intended to be used for human consumption.



C:

Now that it is about to become known that the fluoride being added to water is not of a medicinal
standard and can include unknown quantities of contaminants including arsenic, mercury, and lead
it would pay to consider the fallout that is likely to arise from the general population, particularly
from parents who use infant formula .

Based upon your own advice the prescribed rate of medicinal grade fluoride intake for INFANTS is
ZERO:

The recommended baby formula intake for infants is 350 — 600 mls per day @ 1 month old to 600 -
800 mls per day @ 11— 12 months old*.

The amount of fluoride ingested by infants on baby formula is accordingly up to 2.2 times higher
than the maximum prescribed dose of medicinal grade fluoride for 3 — 5 year olds, plus of course
they are also at risk of consuming undisclosed amounts of other contaminants including arsenic,
mercury, and lead. Can you imagine the uproar if these contaminants were found to be in the baby
formula itself?

I submit that the ministry risks sustaining ongoing reputational harm by knowingly proceeding with
this amendment.

QUESTION 2: ARE THERE ANY OTHER FLUORIDE-CONTAINING COMPOUNDS USED TO TREAT
COMMUNITY WATER SUPPLIES THAT SHOULD BE SPECIFICALLY IN THE REGULATION? IF SO, WHAT
ARE THEY?

ANSWER TO QUESTION 2: NOC.

| do not give permission for my personal details to be released to persons under the Official
Information Act 1982.

Yours sincerely,

*(Blue table at http://www.babycareadvice.com/babycare/general_help/article.php?id=8)

**{hitp://www.health.govt.nz/system/files/documents/publications/food-and-nutrition-guidelines-
for-healthy-children-and-young-people-p5.pdf)
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

If this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Address/email:

Your interest in this topic (for example,
local body, consumer, manufacturer,
health professional etc):

Consumer / Scientist / Science educator &
communicator

Question 1

Do you support the proposed amendment?
If not, why not?

Yes.

Question 2

Are there other fluoride-containing
compounds used to treat community water
supplies that should be specifically named
in the regulation? If so, what are they?

CaF, calcium fluoride, may also be used to
treat community water supplies & should
be specifically named in the legislation.

The practice of Water fluoridation should
not be subject to the Medicines Act.
Fluoride is a beneficial frace element at the
concentrations used in CWF; at 0.7-1ppm
fluoride ions have no harmful side effects
and do not constitute a medicine.




Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

X | do not give permission for my personal details to be released to persons under the
Official Information Act 1982.

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.
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Submission on Fluoride Containing Substances - Proposed Amendment to
Ranulations under the Medicines Act 1981
askmedsafe 09/01/2015 02:47 a.m.

History: This message has been replied to.

Dear Sir/Madam

Submissicon on Fluoride Containing Substances - Proposed Amendment to
Regulaticons under
the Medicines Act 1881

"It is proposed that a new regulation be made under section 105(1) (i) that:

Fluoride-containing substances, including the substances hydrofluorosilicic
acid (HFA)

and sodium silico fluoride {S3F} are not medicines for the purposes of the
Act when they

are manufactured and supplied or distributed for the purpose of
fluoridating community

water supplies.”

Source: Medsafe website,
http://www.medsafe.govt.nz/consultations/medicine-regulations~fluoride~in-d
rinking-water.asp

Question 1: Do you support the proposed amendment? If not why not?
Answer 1: No, I DO NOT support the proposed amendment.
I DO NOT support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine;

2. Fluoride is added to the water as treatment for the disease of dental
caries
therefore it is a medicine:;

3. The Medicines Act is designed to protect people from the risk of
indiscriminate use
of medicines, reflecting the ethical codes of health professionals to
“first do no
harm”;

4. The proposed amendment would effectively remove the safety precaution
protecting
people from harm thereby undermining the right of every New Zealander to be
safe from

the indiscriminate use of medicines.

Question 2: Are there other fluoride-containing compounds used to treat
community water

supplies that should be specifically named in the regulation? If so, what
are they?

Answer 2: No.

Fluoride and its compounds are not used to "treat" community water
supplies. The

purpese of fluoride and its compounds in community water supplies is to
treat people.

I do give permission for my perscnal details to be released to persons
under the
Official Information Act 1982.

I do not wish to speak to my submission.



Sincerely,

—
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Submission form - Medicines act 1981 - Flouride (2014)
iskmedsafe@moh.govt.nz 09/01/2015 10:00 a.m.

Flease respond to

History: This message has been replied to.

SUBMISSION FORM

| do not give permission for

my personal details to be released to persons under the Official

Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines Act 1981 — Fluoride
(2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances
nydrofluarosilicic acid (HFA) and sodium silico fluoride (SSF) are not
medicines for the purpose of the Act when they are manufactured and
supplied or distributed for the purpose of fluoridating community water
supplies.” Medsafe

Name:
Emai
Address:

{ do not support the proposed amendment because:
1. Fluoride is not a water freatment like chlorine
2. Fluoride is added to the water as treatment for the disease of dental caries therefore it is a medicine

3. The Medicines Act is designed to protect people from the risk of
indiscriminate use of medicines, reflecting the ethical codes of health
professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety

precaution protecting people from harm thereby undermining the right of

every New Zealander to be safe from the indiscriminate use of medicines

Question 2, Are there other fluoride-containing

compounds used to treat community water supplies that should be

specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In community water
flucridation (CWF) the purpose of fluoride and its compounds is to treat people

| do not wish to speak to my submission.






SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

If this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Address/email: 1

F

[ -
Your interest in this tapic (for example, Consumer
local body, consumer, manufacturer,
health professional etc):
Question 1 No.

Do you support the proposed amendment?
If not, why not?

Hydrofluorosilicic Acid and Sodium Silico
Fluoride have never been tested for safety.
Various other contaminanis are added
alongside these to the water supply
including Arsenic which is a known
carcinogen with no minimum safety level. It
is also proven that flucride causes fluorosis
of the teeth which can be a negative health
effect depending on severity it can actually
damage teeth.

individual dosage cannot be controlled
through the water supply which means
certain members of the public will be
receiving doses of fluoride exceeding
maximum recommended levels, these
include bottle fed babies, athletes,
labourers, kidney patients, diabetics,

Fluoride is added to water fo treat a dental
disease not to treat the water, therefore it
has to be regarded as a medicine and it
must be regulated as such.

It is my right to refuse a medical treatment

1 2.0



no matter how it is administered or who it
is administered by. Neurological disorders
and cancers are on the rise, there has
been little progress discovering the cause
of these diseases. It would be a serious
mistake to exempt fluoride from being
classified as a medicine which has been
recognised as a neurotoxin by Harvard
medical School and could cause harm in
the developing fetal brain either by itself or
in combination with other toxins in the
environment.

Question 2

Are there other fluoride-containing
compounds used lo freat community waler
supplies that should be specifically named
in the regufation? If so, what are they?

Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

0 I do not give permission for my personal details to be released to persons under the
Official Information Act 1982.

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.
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Fluoride IS a madjcine
. askmedsafe 09/01/2015 10:03 a.m.

Hisiory: This message has been replied to.

SUBMISSION FORM

I do not give permission for my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 — Fluoride (2014)

Name: .
Email:
Address: '

Question 1. Do vou support the proposed amendment? If not why not?
NO. 1do not support the proposed amendment because:

1. A medicine is not defined by the dose used, but by the purpose for which it is
administered -in this case these chemicals are added to the public water supply to treat
dental disease. That makes fluoridating chemicals medicines.

As President and co-founder of Clean Water California, I am steadfastly opposed to the
practice of water fluoridation, which I believe to be inequitable and irresponsible. In the
United States. the Food and Drug Administration (FDA) has classified fluoride as an
unapproved drug. A drug is a medicine. One must have a prescription from a doctor to buy
fluoride tablets in the States. In the last few years NZ health authorities have gone to some
extraordinary lengths to continue their support and promotion of the outdated, unscientific
and unethical practice of water fluoridation. But now they have reached a new low in their
public relations tactics. They are attempting to change the language itself. Under the NZ
Medicines Act they are trying to maintain that fluoride is a medicine in tablet form but not at
the concentrations used in water fluoridation programs. But this is absurd. A medicine is not
defined by the dose used, but by the purpose for which it is administered.

If one looks up the word “medicine” in any major dictionary in the English language the
definition is very simple and clear. A medicine is “a substance that is used to treat, prevent or
mitigate a disease.” In other words it is defined by its purpose. It is not defined by the dose
used or even by whether it works or not.

Fluoride chemicals (HFA, SFA, NaF) are added to the water supply — in the few countries
that practice water fluoridation — in order to fight tooth decay, which is a disease.

See,
Caries as a Disease of Civilization (Chapter XI, Blackwell Scientific Publications, The

physiology and biochemistry of the mouth (4‘hEd) by G Neil Jenkins)



This makes these fluoride compounds medicines by universal definition. To claim that
somehow these are no longer medicines in the doses delivered via water fluoridation is
nonsense. Assuming that fluoride at some higher dose was considered by NZ’s Medicines’
Act was a medicine, lowering the dose to a level of approximately 1 ppm used in water
fluoridation could do two possible things: a) it could lower its effectiveness and b) it could
reduce its toxic side effects, but it would not change the purpose for which these substances
were added to the water supply. At whatever dose used in tablet form, or whatever the
concentration added to water (0.6 ppm, 0.7ppm, 1.0 ppm or 1.2 ppm) the purpose
remains the same: to fight tooth decay. Therefore they remain medicines and water
fluoridation remains medical treatment.

For the NZ Ministry of Health to attempt to change the definition of fluoride as used in water
fluoridation from anything else but a medicine would make its support of this unscientific and
unethical practice even more embarrassing than it already is. The effort to change the
language itself represents the last desperate exercise in the application of arbitrary
governmental power in support of a bankrupt policy. Clearly reason and scientific argument
have falled. It is consistent with a series of steps taken recently in NZ to keep the practice of
water fluoridation going at all costs.

2. Fluoride is not a water treatment chemical to treat the water (like chlorine) but simply to
use the water supply to deliver medical treatment.

-

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from the
indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treal community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people, which is precisely why fluoride is a medicine.

I do not wish to speak to my submission

Regards,

Fresident, Clean Water California

(
S
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Submission to Consultation on Proposed Amendment to Regulations under the Medicines Act 1981 -
Fluoride {2014)

| da / do not (delete whichever does not apply) give permission for my personal details to be
released to persons under the Official Information Act 1982

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and sodium
silico fluoride {SSF) are not medicines for the purpose of the Act when they are manufactured and
supplied or distributed for the purpose of fluoridating community water supplies.” Medsafe

Name:
Emaii:

Address: ' A “
A

Question 1. Do you support the proposed amendment? If not why not?

\/__F\l_g_._l do not support the proposed amendment because:
1. Fluaride is not a water treatment like chlorine
2. Fluoride is added to the water as treatment for the disease of dental caries therefore itis a
medicine
3. The Medicines Act is designed to protect people from the risk of indiscriminate use of medicines,
reflecting the ethical codes of health professionais to “first do no harm”
4, The proposed amendment would effectively remove the safety precaution protecting people from
harm thereby undermining the right of every New Zealander to be safe from the indiscriminate use
of medicines
All ofF he obove.
Question 2. Are there other fluoride-containing compounds used to treat community water supplies
that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In community
water fluoridation (CWF} the purpose of fluoride and its compounds is to treat people

Post to:

Regulations under the Medicines Act 1981 Consultation
Medsafe

Clinical Leadership Protection & Regulation

Ministry of Health

PO Box 5013

Wellington 6145

Email to: askmedsafe@moh.govt.nzE
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name;

If this submission is made on behalf of an
organisation, please name that
organisation here:

NA

Please provide a brief description of the
organisation if applicable:

NA

Address/email:

Your interest in this topic (for example,
local body, consumer, manufacturer,
health professional etc):

Consumer

Question 1

Do you. support the proposed amendment?
Ifnot, why not?

Yes

| support the proposed amendment to
provide that fluoride-containing substances
are not medicines for the purposes of the
Act when they are used for the purpose of
fluoridating community water supplies,
including because:

« water fluoridation is conceptually
similar to other common public
health approaches such as
chlorinating water or pasteurising
milk, and the Medicines Act is not
the best place for considering such
matters

e jt is helpful fo have this matter
made certain through regulations




No

Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

v | do not give permission for my personal details to be released to persons under the
Official Information Act 1982,

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission fo release personal details,
the name of the organisation will be given if supplied.



SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

if this submission is made on behalf of an
organisation, please name that
organisation here:

Fluoridate Our Water, Hamilton

Please provide a brief description of the
organisation if applicable:

A group of scientists and others formed to
promote the continuation of fluoridation in
community water supplies.

Address/email:

Your interest in this topic (for example, Consumers
local body, consumer, manufacturer,

health professional etc):

Questlon 1. Yes

Do you supporf the proposed amendment?

If not wh not?.

supp!res that shouid be specrfrcaﬂy named
in the regulation? If so, what are they? .

compounds used to z‘reat oommunn‘y wa eri

None known to us.

Please note that all correspondence may be requested by any member of the public under

( ?,%({/



the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who reguested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

O | do not give permission for my personal details to be released to persons under the
Official Information Act 1982.

Al submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.
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SUBMISSION FORM

I donot give permission for my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines Act
1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and sodium
silico fluoride (SSF) are not medicines for the purpose of the Act when they are manufactured and
supplied or distributed for the purpose of fluoridating community water supplies.” Medsafe

Name: e
Email:
Address:

Question 1. Do you support the proposed amendment? If not why not?

NO. I do not support the proposed amendment because:

I.  Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it is a
medicine

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting people
from harm thereby undermining the right of every New Zealander to be safe from the indiscriminate
use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water supplies
that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In community
water fluoridation (CWE) the purpose of fluoride and its compounds is to treat people

That this whole situation has to be brought to question is nothing short of ludicrous if it was
not so ultimately lethal in its application. The same old story from dentists quoting tooth
decay prevention being aided by fluoride is so outdated and untrue. I question once more
where they get their 'evidence' from and I suspect the same ole from training school and well
supervised data along with chemical companies and the like. (This is no fabrication and
anyone reading this knows fine well the agenda of pharmaceutical and chemical companies).

There are many world respected Scientists (Professors in that field) and many Doctors and
Dentists who disagree with adding fluoride and the reasons are readily available —~ what it
boils down to is:- What is your agenda and those whom you represent?

I do not (delete whichever does not apply) wish to speak to my submission.

Post to:

Regulations under the Medicines Act 1981 Consultation
Medsafe

Clinical Leadership Protection & Regulation

Ministry of Health

PO Box 5013

Wellington 6145 T hove bewna it m#semmp 7n

b USIWLSS owver (5 Yaws-






Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 — Fluoride (2014)

I do not give permission for my personal details to be released to persons under the
Official Information Act 1982

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid
(HFA) and sodium silico fluoride (SSF) are not medicines for the purpose of the
Act when they are manufactured and supplied or distributed for the purpose of
fluoridating community water supplies.” Medsafe

Name
Email

Address:

Date: 7/1/2015
Question 1. Do you support the proposed amendment? If not why not?
NO. I do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore
it is a medicine

3. The Medicines Act is designed to protect people from the risk of indiscriminate use
of medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution
protecting people from harm thereby undermining the right of every New Zealander
to be safe from the indiscriminate use of medicines

page 1



Our public health officials claim water fluoridation is an effective way to prevent
tooth decay, particularly the high rates of tooth decay now found in low-income
children. There are problems with this idea:

1) There are observations and research showing that dental health is greatly
influenced by lifestyle, with diet being the main influencing factor. People need
nutritious food as a priority over medication.

See:

Price Weston, “Nutrition and Physical Degeneration”, Benediction Classics, 2010
Nagel Ramiel, “Cure Tooth Decay”, Golden Child Publishing, 2010

I am not willing to accept medicating with fluoride for dental health (that has not
been shown to be reliable anyway), when lifestyle changes have been shown to have
such a strong influence in this area and on wellbeing in general.

2) There are oral health crises in low-income areas that have been fluoridated for
decades. Fluoridation has not prevented low-income neighbourhoods from suffering a
crisis of tooth decay

3) Published studies have repeatedly found that fluoridation does not prevent the type
of tooth decay — baby bottle tooth decay (BBTD) — that is one hallmark of the current
local oral health crisis. Photos used to emphasize the urgent need for fluoridation are
almost always photos of BBTD. Only education can prevent BBTD. Fluoridation
will have no effect.

4) The poor are most harmed by fluoride, suffering higher rates of dental fluorosis, as
well as the other health effects of fluoride, especially diabetes and asthma. Poor diet
results in more tooth decay and more harm from fluoride.......

5) some people are reactive to fluoride and can’t clear it from their systems — putting
it into drinking water will exacerbate health problems including infertility and hypo-
thyroidism due to the Fl competing with lodine as well as the more obvious fluorosis
issue.

6)There is much more detailed reasearch that can be sited, that i expect you have
recieved from other submitters, showing that the ingestion and absorbtion of fluoride,
from water supplies is at best a highly contentions health issue, and arguably a threat
to health.

page 2

As there is no proof of no harm done, and lots of proof that harm is done, there is
no way that you can make fluoride a water-treatment. It is NOT SAFE, it is NOT
EFFECTIVE - please see John Colguhoun’s (Auckland’s Chief Dental officer)
article:



Why I Changed My Mind About Water Fluoridation

John Colgquhoun, D.D.S., Ph.D.

Published in: Perspectives in Biology and Medicine Volume 41, page29-44,
1997

Question 2. Are there other fluoride-containing compounds used to treat community
water supplies that should be specifically named in the regulation? If so, what are
they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to

treat people

page 3
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| do / do not (delete whichever does not apply} give permission for my personal details to
be released to persons under the Official Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water

supplies.” Medsafe
Name:

Email: .

Address:

Question 1. Do you support the proposed amendment? If not why not?

NO. | do not support the proposed amendment because:

1.  Fluoride is not a water treatment like chlorine

2.  Fluoride is added to the water as treatment for the disease of dental caries therefore it
is a medicine ‘

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of heaith professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from
the indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people

_| de=tdo not (delete whichever does not apply) wish to speak to my submission. -
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| ee# do not (delete whichever does not apply) give permission for my personal details to
be released to persons under the Official Information Act 1982

Submission to Consuitation on Proposed Amendment to Regulations under the Medicines
Act 1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water

supplies.” Merlsafe
Name.

Email:

Address:-

Question 1. Do you support the proposed amendment? If not why not?

NO. | do not support the proposed amendment because:

1. Fluoride is not a water treatment like chiorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it
is a medicine

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from
the indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. in
community water fluoridation {(CWF) the purpose of fluoride and its compounds is to freat
people

B

[-dpe do not (delete whichever does not apply) wish to speak to my submission. -



-
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| def do not (delete whichever does not apply) give permission for my personal details to
be released to persons under the Official Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydroflucrosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of flucridating community water
supplies.” Medsafe

Name:
Email:
Address:

w —

Question 1. Do you support the proposed amendment? If not why not?

NO. | do not support the proposed amendment because:

1.  Fluoride is not a water freatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it
is a medicine

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4.  The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from
the indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water
supplies that should be specificaily named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people

_1 gg#do not (delete whichever does not apply} wish to speak to my submission.
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| 4 do not (delete whichever does not apply) give permission for my personal details to
be released to persons under the Official Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofiuorosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water
supplies.” Medsafe

Name:
Email:

o

Address: _ >

Question 1. Do you support the proposed amendment? If not why not?

NO. | do not support the proposed amendment because:

1.  Fluoride is not a water treatment like chlorine

2.  Fluoride is added to the water as treatment for the disease of dental caries therefore it
is a medicine ‘

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from
the indiscriminate use of medicines

Question 2. Are there cther fluoride-containing compounds used to treat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. in
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people

ﬂ___l_@:dg do not (delete whichever does not apply) wish to speak fo my submission.
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| d647do not (delete whichever does not apply) give permission for my personal details to
be released to persons under the Official information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the Medicines
Act 1981 — Fluoride (2014)

“|t is proposed that a new regulation be made under section 105(1)() that:
Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and

sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water

supplies.” Medsafe
Name: .

Email:

Address:‘ - - -

Question 1. Do you support the proposed amendment? if not why not?

NO. 1do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore it
is a medicine '

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from
the indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water
supplies that should be speciiically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘freat’ community water supplies. in
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people

_1 g6 do not (delete whichever does not apply) wish to speak to my submission.
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The Roval Australasian
College of Physicians

9 January 2015 New Zealand
Regulations under the Medicines Act 1981 Consuitation
MedSafe

Clinical Leadership Protection & Regulation

Ministry of Health

PO Box 5013

Wellington 6145

Via email; askmedsafe@moh.govi.nz

Dear SirfMadam
Consultation on Proposed Amendment to Regulations under the Medicines Act 1981

The Royal Australasian College of Physicians (the RACP) thanks you for the opportunity to make a
submission to the Ministry of Health regarding the following proposed amendment to the Medicines
Act 1981:

Fluoride-containing substances, including the substances hydrofluorosilicic acid
(HFA) and sodium silica fluoride (SSF) are nof medicines for the purposes of the Act
when they are manufactured and supplied or distributed for the purpose of
fluoridating community waler supplies.

The RACP acknowledges that the statement will go some way in providing clarity to the public in a
definitive manner.

The RACP advocates strongly for all health policy to be developed from a base of scientific evidence',
it notes the oral health benefits of Community Water Fluorldation (CWF) have been exiensively
researched through cohort studies and a diverse range of analyses since the mid-twentieth century. It
is a cost-effective method to mitigate incidences of dental caries and contribute to improved oral
health, particularly for lower socio-economic populat:ons and children, and there lS a growing
evidence base proving its efficacy for communities in New Zealand and around the waorld?

Do you support the proposed amendment? [f not, why not?

The RACP endorses the proposed amendment to the Medicines Act and supports the statement on
filuoride substances being used in the process of community water fluoridation and that it does not
constitte a medicine for the purposes of the Act,

The New Zealand context: Evidence and prevention

The RACP also notes that most drinking water supplied in New Zealand contains low levels of

naturally-present fluoride (around ~0.1-0.2 mg/L), and the addition of fluoride substances including
hydrofluorosilicic acid (HFA) and sodium sifico fluoride (SSF) increases these levels to between 0.7

' Gluckman P. (20413) The role of evidence in policy formation and implementation: A report from the Prime
Minister's Chief Science Advisor. Auckland:
2 Esfandiari 8, Jamla, N & Feine, J. Community-specific, preventative oral health policies: Preventative
measures on dental caries. J. Investig. Clin. Dent. 2010 Aug: 1(1) DOI: 10.1111/].2041-1626.2010.00008 .x.
3 Griffin SO, Jones K & Tomar SL. An economic evaluation of community water fiuoridation. J. Pub. Health Dent.
2001 Spring: 61{2), 78-86. DOk 10.1111/.1752-7325.2001.1b03370.x

“Wright J, Bates MN, Cutress T, & Lee, M. The cost-effectiveness of fluoridating water supplies in New Zealand,
Aust and NZ J, Pub. Health. 2001: 25(2) 170-178. DOk 10.1111/.1763-6405.2001.tb01841.x

PO. Box 10 601, Wellington 6143, New Zealand = 99 The Terrace, Wellington 6011 &
Tel: (64 4) 472 6713 = Fax; (64 4} 472 6718 = Email: racp@racp.org.nz = Web: www.racp.edu.au
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and 1.0 mg/L®. At these levels, fluoride present naturally or added to community water supplies is not
associated with an increased risk of developing dental fluorosis® ’

The RACP supports policy and strategy to reduce health inequities in the population. Dental caries
are highly preventable, and aithough the incidence has reduced in the last 30 years due to increases
in the supply of flucridated water and the use of fluoridated toothpaste, significant disparities exist for

36% of children who brush their teeth less than twice daily, lower socio-economic populations, rural
communities, and Maori and Pacific peoples

National Community Water Fluoridation policy

The RACP strongly supports the Ministry's endorsement of CWF as an effective preventative oral
health intervention, given the proven and positive outcomes for at-risk populations as detailed in the
gvidence base. Community water fluoridation is a safe and cost-effective way 1o prevent dental caries
and longer-term oral conditions in populations of greater than 1000 people, with a population of
25,000 people generating net savings of $4 12 million in dental costs, or averting approximately
37,100 permanently decayed tooth surfaces"’

The RACP recommends that all communities of greater than 1000 people in New Zealand have
access to fluoridated water'®. The RACP advocates for a national CWF policy that is mandated and
controlled by the Ministry of Heaith as an investment for effective oral health cutcomes.

About the RACP:

The RACP trains, educates and advocates on behalf of more than 14,500 physicians — often referred
to as medical specialists — and 6,500 trainees, across Australia and New Zealand. It represents mare
than 32 medical specialities including paediatrics and child health, cardiology, respiratory medicine,
neurology, oncology and public health medicine, occupational and environmental medicine, palliative
medicine, rehabilitation medicine, geriatric medicine and addiction medicine. Beyond the drive for
medical excellence, the RACP is committed to developing health and social pelicies which bring vital
improvements to the wellbeing of patients.

Thank you again for the apportunity to comment on the proposed amendment. If you have any
guestions regarding the RACP's submission, please contact Harriet Wild, Policy and Advocacy Officer
on (04) 460 8157 or via email at harriet. wild@racp.org.nz.

Yours sincerely

A==

A/Prof Mark Lane MBChB FRACP
RACP New Zealand President
The Royal Australasian College of Physicians

® Gluckman P & Skegg D. (2014) Health effects of water fluoridation: A review of the scientific evidence.
Auckland & Wellington: Office of the Prime Minister's Ghief Science Advisor and the Royal Society of New
Zealand‘ 4.
® Ministry of Health (2010} Our oral health: Key findings of the 2009 New Zealand oral health survey. Wellinglon:
Mlnlslry of Health.
Gluckman P & Skegg D., 39-43.
® Ministry of Health (2010) 159.
? Gluckman P & Skegg D., 53-54.
19 Royal Australasian College of Physicians (2012) Oral health in children and young people position statement.
Sydney Royal Australasian College of Physicians, 11. PDF available hitp://racp.edu.au/page/paed-policy
"Wright J, Bates MN, Cutress T & Lee M, 174
2 Royal Ausifalasmn College of Physicians, 6.
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Fluoride in Drinking Water
to: askmedsafe 09/01/2015 11:23 a.m.

Regulations under the Medicines Act 1981 Consultation
Medsafe

Clinical Leadership Protection & Regulation

Ministry of Health

PO Box 5013

Wellington 6145

| do give permission for my personal details to be released to persons
under the Official Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 - Fluoride (2014)

"It is proposed that a new regulation be made under section 105(1)(i)
that:

Fluoride containing substances, including the substances
hydrofluorosilicic acid (HFA) and sodium silico fluoride (SSF) are not
medicines for the purpose of the Act when they are manufactured and
supplied or distributed for the purpose of fluoridating community water
supplies." Medsafe

Name ~ = .o...
Email

Address:
Question 1. Do you support the proposed amendment? If not why not?

NO. | do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2.  Fluoride is added to the water as treatment for the disease of
dental caries therefore it is a medicine

3. The Medicines Act is designed to protect people from the risk of
indiscriminate use of medicines, reflecting the ethical codes of health
professionals to "first do no harm"

4.  The proposed amendment would effectively remove the safety
precaution protecting people from harm thereby undermining the right of
every New Zealander to be safe from the indiscriminate use of
medicines

Question 2. Are there other fluoride-containing compounds used to treat
community water supplies that should be specifically named in the regulation?



If so, what are they?

NO. Fluoride and its compounds are not used to 'treat' community water
supplies. In community water fluoridation (CWF) the purpose of fluoride
and its compounds is to treat people

I do not (delete whichever does not apply) wish to speak to my submission.

P
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Fluoride IS a medicine - Oppose the Medicines Act 1982 amendment -
Fluoride (2014)
10: askmedsafe 09/01/2015 11:27 a.m.

SUBMISSION FORM

I do not give permission for my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 - Fluoride (2014)

Name:
Email: ¢
Address:
Question 1. Do you support the proposed amendment? If not why not?

NO. Ido not support the proposed amendment because:

1. A medicine is not defined by the dose used, but by the purpose for which
it is administered -in this case these chemicals are added to the public
water supply to treat dental disease. That makes fluoridating chemicals
medicines.

I have studied the practice of fluoridation as an attorney and a professional
engineer for the last ten years. The only purpose of adding fluoridation
chemicals to public water supplies is to aid in the prevention and treatment of
tooth decay disease. However, over the last 15 years, a consensus has
developed that fluoride benefits are topical not systemic. That means that any
benefit from fluoride occurs while the fluoridated water is in the mouth.
Fluoride is not an essential nutrient. There is no bennfit derived from ingesting
fluoride. There are harms. Current research shows that, in fluoridated areas,
bottle-fed babies as a group are being subject to mental health harm resulting in
lowered IQ. All of the statistically significant studies in the York Report show
increased levels of hip fracture for the elderly (65+) when in fluoridated areas.
There are other harms as well. If fluoridating chemicals are being added to
water for a benefit, then there must be an effort to consider both benefits and
harms in order to determine if there is actually a net benefit. The latest
scientific research shows that the benefit in treating and preventing tooth decay
disease in a sample of 34,000 school children from 5 to 17 averaged 0.6
surfaces per child. http://www.slweb.org/NIDR-DMFS.html (Table 6 therein.) The




authors could not claim this benefit was statistically significant. But would any
reasonable person trade this possible benefit for a loss in IQ points, the
likelihood of dental fluorosis, and an increased risk of hip fracture when they
get older. Teaching children in school how to brush their teeth will likely cost
less than fluoridation and reap more benefits. Fluoridation is being used to
distribute a medicine and, as such, it should be subject to ongoing scientific
study as to whether there actually is a net benefit. I believe there are enough
harms caused by fluoridation chemicals already discovered to end the practice
of water fluoridation. Fluoridation chemicals are medicines, but an honest
assessment should conclude that they are no longer a good medicine and
actions should be taken to end the practice of fluoridation.

In the last few years NZ health authorities have gone to some extraordinary
lengths to continue their support and promotion of the outdated, unscientific
and unethical practice of water fluoridation. But now they have reached a new
low in their public relations tactics. They are attempting to change the language

itself. Under the NZ Medicines Act they are trying to maintain that fluoride is a
medicine in tablet form but not at the concentrations used in water fluoridation
programs. But this is absurd. A medicine is not defined by the dose used, but
by the purpose for which it is administered

If one looks up the word “medicine” or its equivalent “drug” in any major
dictionary in the English language the definition is very simple and clear. A
medicine is “a substance that is used to treat, prevent or mitigate a disease.” In
other words it is defined by its purpose. It is not defined by the dose used or
even by whether it works or not.

Fluoride chemicals (HFA, SFA, NaF) are added to the water supply — in the few
countries that practice water fluoridation — in order to fight tooth decay, which
is a disease.

See,
Caries as a Disease of Civilization (Chapter X, Blackwell Scientific Publications, The
physiology and biochemistry of the mouth (4"1 Ed) by G Neil Jenkins)

This makes these fluoride compounds medicines by universal definition. To
claim that somehow these are no longer medicines in the doses delivered via
water fluoridation is nonsense. Assuming that fluoride at some higher dose was
considered by NZ’s Medicines’ Act as a medicine, lowering the dose to a level
of approximately 1 ppm used in water fluoridation could do two possible
things: a) it could lower its effectiveness and b) it could reduce its toxic side
effects, but it would not change the purpose for which these substances were



added to the water supply. At whatever dose used in tablet form, or
whatever the concentration added to water (0.6 ppm, 0.7ppm, 1.0 ppm or
1.2 ppm) the purpose remains the same: to fight tooth decay. Therefore
they remain medicines and water fluoridation remains medical treatment.

For the NZ Ministry of Health to attempt to change the definition of fluoride as
used in water fluoridation from anything else but a medicine would make its
support of this unscientific and unethical practice even more embarrassing than
it already is. The effort to change the language itself represents the last
desperate exercise in the application of arbitrary governmental power in
support of a bankrupt policy. Clearly reason and scientific argument have
failed. It is consistent with a series of steps taken recently in NZ to keep the

practice of water fluoridation going at all costs.

2. Fluoride is not a water treatment chemical to treat the water (like chlorine) but simply to use
the water supply to deliver medical treatment.

3.  The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting people
from harm thereby undermining the right of every New Zealander to be safe from the indiscriminate
use of medicines

Question 2, Are there other fluoride-containing compounds used to treat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat

people

I do not wish to speak to my submission
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Regulations under the Medicines Act 1281 Consultation
Medsafe

Clinical Leadership Protection & Regulation

Ministry of Health

PO Box 5013

Wellington 6145

SUBMISSION FORM

| do not give permission for my personal details to be released to persons
under the Official Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations
under the Medicines Act 1981 — Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:
Fluoride containing substances, including the substances hydrofluorosilicic
acid (HFA) and sodium silico fluoride (SSF) are not medicines for the purpose
of the Act when they are manufactured and supplied or distributed for the
purpose of fluoridating community water supplies.” Medsafe

Name:
Email
Address: =

Question 1. Do you support the proposed amendment? If not why not?

NO. | do not support the proposed amendment because:

1. Fluoride is not a water treatment like chlorine

2.  Fluoride is added to the water as treatment for the disease of dental
caries therefore it is a medicine

3.  The Medicines Act is designed to protect people from the risk of
indiscriminate use of medicines, reflecting the ethical codes of health
professionals to “first do no harm”

4.  The proposed amendment would effectively remove the safety
precaution protecting people from harm thereby undermining the right of
every New Zealander {o be safe from the indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat
community water supplies that shoufd be specifically named in the
regulation? If so, what are they?

NO. Fluoride and its compounds are not used to “treat’ community water
supplies. In community water fluoridation (CWF) the purpose of fluoride and
its compounds is to treat people

1



!/ do not wish to speak to my submission.

Post to:

Regulations under the Medicines Act 1981 Consultation
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PO Box 5013
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Email to: askmedsafe@moh.govt.nz




Submission to Consultation on Proposed Amendment to Regulations
under the Medicines Act 1881 - Fluoride (2014)
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I do not give permission for my personal details to be released to persons under the Official
information Act 1982

Submission to Consulitation on Proposed Amendment to Regulations under the Medicines
Act 1981 ~ Fluoride (2014)

“It is proposed that a new regulation be made under section 105(1)(i) that:

Fluoride containing substances, including the substances hydrofluorosilicic acid (HFA) and
sodium silico fluoride (SSF) are not medicines for the purpose of the Act when they are
manufactured and supplied or distributed for the purpose of fluoridating community water
supplies.” Medsafe

Nam e -
Email:
Address

Question 1. Do you support the proposed amendment? If not why not?

NO. | do not support the proposed amendment because:

1.  Fluoride is not a water treatment like chlorine

2. Fluoride is added to the water as treatment for the disease of dental caries therefore
it is a medicine

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from
the indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community
water supplies that should be specifically named in the regulation? If so, what are they?
NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat
people

| do not wish to speak to my submission.
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SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment
on the proposed amendment.

Name:

{

If this submission is
made on behalf of an
organisation, please
name that organisation
here:

Please provide a brief
description of the
organisation if
applicable:

Address/email;

Your interest in this
fopic (for example,
local body, consumer,
manufacturer, health
professional etc):

Consumer

Question 1

Do you support the
proposed amendment?
If not, why not?

| do not support the proposed amendment.

Fluoridation of drinking water is not a water treatment. Addition of
fluoride to drinking water is intended for the treatment of poor oral
health, therefore its use is medicinal.

The Medicines Act offers protection from indescriminate use of
medicines. Addition of Fluoride to water for the treatment of a
subset of the population with poor oral hygeine is effectively mass
medication without consent.

Mass treatment of entire populations is not consistent with
individual human rights conveyed by the NZ Bill of Rights Act
1990.




An Act

(a) to affirm, protect, and promote human rights and fundamental
freedoms in New Zealand; and

(b) to affirm New Zealand's commitment to the International
Covenant on Civil and Political Rights

Additionally, the US National institute of Health class fluoride as a
medicine
(hitp:/Awww.nlm. nih.gov/mediineplus/druginfo/meds/a682727. himl).

Question 2 Not known.

Are there other
fluoride-containing
compounds used to
treaf community water
supplies that should be
specifically named in
the regufation? If so,
what are they?

Flease note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legisiation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

E [ do not give permission for my personal details to be released to persons under the
Official iInformation Act 1982.

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.
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SUBMISS

ION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

If this submission is made on behalf of an
organisation, please name that organisation
here:

N/A

Please provide a brief description of the
organisation if applicable:

N/A

Address/email:

Your interest in this topic (for example, local
body, consumer, manufacturer, health
professional etc):

consumer

Question 1

Do you support the proposed amendment? If
not, why not?

No.

Sodium Fluoride Drops is a prescription
medicine. One bottle contains 25 mg of fluoride
in 50 mL of water, which means it is water
fluoridated at 500 mg/L, (ppm).

[f 0.5 mL of this medicine (containing 0.25 mg of
fluoride) is mixed into 0.25 liters of water, you
create water fluoridated at 1.0 ppm — the
equivalent of fluoridated tap water.

It makes absolutely no sense to say a dose of
prescription medicine is no longer considered a
medicine, just because you swallow it with a
glass of water.




Question 2 No.

Are there other fluoride-containing . =
compounds used to treat community water
supplies that should be specifically named in
the regulation? If so, what are they?

Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the foliowing box:

0 I do not give permission for my personal details to be released to persons under the
Official Information Act 1982.

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.
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askmedsafe
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Hide Details

From: J _ .  Jcom>
To: askmedsafe@moh.govt.nz,

1 Attachment

fluoride-submission-form-

Attached is the submission form with my comments on why [ do not support the proposed amendment:
Sodium Fluoride Drops is a prescription medicine. One bottle contains 25 mg of fluoride in 50 mL of water, which
means it is water fluoridated at 500 mg/L (ppm).

If 0.5 mL of this medicine (containing 0.25 mg of fluoride) is mixed into 0.25 liters of water, you create water
fluoridated at 1.0 ppm - the equivalent of fluoridated tap water.

It makes absolutely no sense to say a dose of prescription medicine is no longer considered a medicine, just

because you swallow it with a glass of water.

’]‘“‘I,“‘,!.

Flasser

file:///C:/Users/clow/AppData/Local/Temn/notesF3E267/~web4498 . htm 9/01/2015
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submission form
3 askmedsafe 09/01/2015 11:52 a.m.

SUBMISSION FORM

I do not give permission for my personal details to be released to persons under the Official
Information Act 1982

Submission to Consultation on Proposed Amendment to Regulations under the
Medicines Act 1981 — Fluoride (2014)

Name: '
Email: ¢
Address:Dallas, Tx

Question 1. Do you support the proposed amendment? If not why not?
NO. I do not support the proposed amendment because:

1. A medicine is not defined by the dose used, but by the purpose for which it is
administered -in this case these chemicals are added to the public water supply to treat
dental disease. That makes fluoridating chemicals medicines.

- In the last few years NZ health authorities have gone to some extraordinary lengths to
continue their support and promotion of the outdated, unscientific and unethical practice of
water fluoridation. But now they have reached a new low in their public relations tactics.
They are attempting to change the language itself. Under the NZ Medicines Act they are
trying to maintain that fluoride is a medicine in tablet form but not at the concentrations used
in water fluoridation programs. But this is absurd. A medicine is not defined by the dose
used, but by the purpose for which it is administered

If one looks up the word “medicine” in any major dictionary in the English language the
definition is very simple and clear. A medicine is “a substance that is used to treat, prevent or
mitigate a disease.” In other words it is defined by its purpose. It is not defined by the dose
used or even by whether it works or not.

Fluoride chemicals (HFA, SFA, NaF) are added to the water supply — in the few countries
that practice water fluoridation — in order to fight tooth decay, which is a disease.

See,
Caries as a Disease of Civilization (Chapter XI, Blackwell Scientific Publications, The

physiology and biochemistry of the mouth (4th Ed) by G Neil Jenkins)

This makes these fluoride compounds medicines by universal definition. To claim that
somehow these are no longer medicines in the doses delivered via water fluoridation is
nonsense. Assuming that fluoride at some higher dose was considered by NZ’s Medicines’
Act was a medicine, lowering the dose to a level of approximately 1 ppm used in water
fluoridation could do two possible things: a) it could lower its effectiveness and b) it could



reduce its toxic side effects, but it would not change the purpose for which these substances
were added to the water supply. At whatever dose used in tablet form, or whatever the
concentration added to water (0.6 ppm, 0.7ppm, 1.0 ppm or 1.2 ppm) the purpose
remains the same: to fight tooth decay. Therefore they remain medicines and water
fluoridation remains medical treatment,

For the NZ Ministry of Health to attempt to change the definition of fluoride as used in water
fluoridation from anything else but a medicine would make its support of this unscientific and
unethical practice even more embarrassing than it already is. The effort to change the
language itself represents the last desperate exercise in the application of arbitrary
governmental power in support of a bankrupt policy. Clearly reason and scientific argument
have failed. It is consistent with a series of steps taken recently in NZ to keep the practice of
water fluoridation going at all costs.

2. Fluoride is not a water treatment chemical to treat the water (like chlorine) but simply to
use the water supply to deliver medical treatment.

3. The Medicines Act is designed to protect people from the risk of indiscriminate use of
medicines, reflecting the ethical codes of health professionals to “first do no harm”

4. The proposed amendment would effectively remove the safety precaution protecting
people from harm thereby undermining the right of every New Zealander to be safe from the
indiscriminate use of medicines

Question 2. Are there other fluoride-containing compounds used to treat community water
supplies that should be specifically named in the regulation? If so, what are they?

NO. Fluoride and its compounds are not used to ‘treat’ community water supplies. In
community water fluoridation (CWF) the purpose of fluoride and its compounds is to treat

people

I do not wish to speak to my submission



SUBMISSION FORM

Please provide your contact details below. You may also wish to use this form to comment

on the proposed amendment.

Name:

Dr
MB Ch B, Dip Obs, RNZCGP, FACNEM

if this submission is made on behalf of an
organisation, please name that
organisation here:

Please provide a brief description of the
organisation if applicable:

Nutritional and Environmental Medical
practice { GP) specialising in paediatrics
with an interest in neurodevelopment and
toxicity .

Address/email:

Your interest in this topic (for example,
local body, consumer, manufacturer,
health professional etc):

Medical Dr

Board member and Education faculty
Australasian College Of Nutritional and
Environmental Medicine

| do not support the proposed amendment.

Water fluoridation has the potential to cause harm, therefore we need to ensure regulation
and oversight . If there is no regulation, interested bodies not ensure the doses are
therapeutic as opposed to toxic for all individuais.

We can establish that fluoride is a drug - as it meets all defintitions of a drug as per the
FDA's statement: from hitp.//www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm

Drug
A drug is defined as:

« A substance recognized by an official pharmacopoeia or formulary.

= A substance intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease.
+ A substance {other than food) intended to affect the structure or any function of the body.

« A substance infended for use as a component of a medicine but not a device or a component, part or

accessory of a device.

= Biological products are included within this definition and are generally covered by the same laws and
reguiations, but differences exist regarding their manufacturing processes (chemical process versus

biclogical process.)



The primary concerns with fluoride’s impact on human health can be summarized as follows:

Current safety standards only protect against the most obvious forms of harm: Current

safety standards for fluoride are based on the premise that severe dental fluorosis and crippling

skeletal fluorosis are the first adverse effects that fluoride can have on the body. These effects

represent the crudest, most obvious harm caused by fluoride. In the words of American
University chemistry professor, Dr. William Hirzy, it would be a “biological miracle” if fluoride did
not cause other harm prior to producing these end-stage forms of toxicity. Research already

shows, in fact, that fluoride can cause arthritic symptoms and bone fracture well before the onset

of crippling fluorosis, and can affect many other tissues besides bone and teeth, including

the brain and thyroid gland.

The current “safe” daily dose for fluoride fails to withstand scrutiny: The [nstitute of

Medicine (IOM) states that anyone over 8 years of age — irrespective of their health condition —

can safely ingest 10 milligrams of fluoride each day for their entire life without developing
symptomatic bone damage. Ten milligrams, however, is the same dose that the

10M concedes can cause clinical signs of skeletal fluorosis within just 10 to 20 years of
exposure. People with clinical signs of flucrosis can suffer significant

symptoms, including chronic joint pain and overt osteoarthritis. The IOM’s safety standard instills
little confidence in the medical understanding that currently underlies fluoride policies in the U.S.
Some people are particularly susceptible to fluoride toxicity: It is well known that individual

susceptibility to fluoride varies greatly across the population, and yet, the National Research

Council has recently found that breathtakingly large gaps still exist in the safety literature on the
effects these populations may be experiencing as a result of current fluoride exposures.

The bewildering degree of uncertaintiesidentified by the NRC stands in stark contrast to the

[OM’s conclusion that 10 mg/day is so definitively safe that no “uncertainty factor” needs to be
applied to protect vulnerable members of the population.

The margin between the foxic and therapeutic dose is very narrow: The NRC concluded
that the allegedly “safe” upper limit of fluoride in water (4 mg/l) istoxic to human health. While the
NRC did not determine the safe level, their conclusion means that the safe level is less than 4
times the level added to water (0.7-1.2 mg/l) in community fluoridation programs. This is far too
slim a margin to protect vulnerable members of the population, including those who consume

high amounts of water.
There is evidence of potential harm.

Please see studies and websites listed below and attached with this email.



« neurcdevelopmental concerns and meta
analysis: http:.//www.ncbi.nlm.nih.gov/pubmed/22820538
» dysregulation of neurotransmitters linked to fluoride in
autism http.//www.nchi.nim.nih.gov/pubmed/19149568
« hitp:/ffluoridealert. orgfissues/health/

Please note that all correspondence may be requested by any member of the public under
the Official Information Act 1982. If there is any part of your correspondence that you
consider should be properly withheld under this legislation, please make this clear in your
submission, noting the reasons why you would like the information to be withheld.

If information from your submission is requested under the Act, the Ministry of Health will
release your submission to the person who requested it. However, if you are an individual,
rather than an organisation, the Ministry will remove your personal details from the
submission if you check the following box:

0 | do not give permission for my personai details to be released to persons under the
Official Information Act 1982.

All submissions will be acknowledged, and a summary of submissions will be sent to those
who request a copy. The summary will include the names of all those who made a
submission. In the case of individuals who withhold permission to release personal details,
the name of the organisation will be given if supplied.
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Philippe Grandjean, Philip } Landrigan

Neurodevelopmental disabilities, including autism, attention-deficit hyperactivity disorder, dyslexia, and other
cognitive impairments, affect millions of children worldwide, and some diagnoses seem to be increasing in frequency.
Industrial chemicals that injure the developing brain are among the known causes for this rise in prevalence. In 2006,
we did a systematic review and identified five industrial chemicals as developmental neurotoxicants: lead,
methylmercury, polychlorinated biphenyls, arsenic, and toluene. Since 2006, epidemiological studies have documented
six additional developmental neurotoxicants—manganese, fluoride, chlorpyrifos, dichlorodiphenylirichloroethane,
tetrachloroethylene, and the pelybrominated diphenyl ethers, We postulate that even more neurotoxicants remain
undiscovered. To control the pandemic of developmental neurotoxicity, we propose a global prevention strategy.
Untested chemicals should not be presumed to be safe to brain development, and chemicals in existing use and all
new chemicals must therefore be tested for developmental neurotoxicity. To coordinate these efforts and to accelerate
translation of science into prevention, we propose the urgent formation of a new international clearinghouse.

Introduction

Disorders of neurobehavioural development affect 10-15%
of all births,' and prevalence rates of autist spectrum
disorder and attention-deficit hyperactivity disorder seem
to be increasing worldwide? Subelinical decrements in
brain function are even more commeon than these
neurobehavioural developmental diserders. Al these
disabilities can have severe consequences™—they diminish
quality of life, reduce academic achievement, and disturb
behaviour, with profound consequences for the welfare
and productivity of entire societies.?

The root causes of the present global pandemic of
neurodevelopmental  disorders are only  parily
understood. Although genetic factors have a role,® they
cannot explain recent increases in reported prevalence,
and none of the genes discovered so far seem to be
responsible for more than a small proportion of cases.®
Overzll, genetic factors seem to account for no more than
perhaps 30-40% of all cases of neurodevelopmental
disorders. Thus, non-genetic, environmental exposures
are involved in causation, in some cases probably by
interacting with genetically inherited predispositions.

Strong evidence exists that industrial chemicals widely
disseminated in the environment are important
contributers to what we have called the global, silent
pandemic  of neurcdevelopmental toxicity.® The
developing human brain is uniquely vulnerable to toxic
chemical exposures, and major windows of
developmental valnerability occur in utero and during
infancy and early childhood.® During these sensitive life
stages, chemnicals can cause permanent brain injury at
low levels of exposure that would have listle or no adverse
effect in an adult.

In 2006, we did a systematic review of the published
clinical and epidemiological studies into the neurctoxicity
of industrial chemicals, with a focus on developmental
neurotoxicity.’ We identified five industrial chemicals
that could be reliably classified as developmental
neurotoxicants: lead, methylmercury, arsenic, poly-
chlorinated Diphenyls, and toluene. We also noted
201 chemicals that had been reported to cause injury

to the nervous syster in adults, mostly in connection
with occupational exposures, poisoning incidents, or
suicide attempts, Additionally, more than 1000 chemicals
have been reported to be neurotexic in animals in
laboratory studies.

We noted that recognition of the risks of industrial
chemicals to brain development has historically needed
decades of research and scrutiny, as shown in the cases
of lead and methylmercury®* In most cases, discovery
began with clinical diagnosis of poisoning in workers
and episodes of high-dose exposure. More sophisticated
epidemiological studies typically began only much later.
Results from such studies documented developmental
neurotoxicity at much lower exposure levels than had
previousty been thought to be safe. Thus, recognition of
widespread subclinical toxicity ofien did not occur uniii
decades after the initial evidence of neurotoxicity. A
recurring theme was that early warnings of subclinical
neurotoxicity were often ignored or even dismissed.”
David P Rall, former Director of the US National Institute
of Environmental Health Sciences, once noted that "if
thalidomide had caused a ten-point loss of intelligence
quotient {1Q) instezd of obvious birth defects of the
limbs, it would probably still be on the market”.” Many
industrial chemicals marketed at present probably cause
1Q deficits of far fewer than ten points and have therefore
eluded detection so far, but their combined effects could
have enormous consequences.

In our 2006 review, we expressed concern that
additional developmental neurotoxicants might huk
undiscovered among the 201 chemicais then known to be
neurotoxic to adult human beings and among the many
thousands of pesticides, solvents, and other industrial
chemicals in widespread use that had never been tested
for neurcdevelopmental toxicity. Since our previous
review, new data have emerged about the vulnerability of
the developing brain and the neurotoxicity of industrial
chemicals. Particularly important new evidence derives
from prospective epidemiological birth cohort studies.

In this Review, we consider recent information about
the developmental neurctoxicity of industrial chemicals
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to update our previous report.” Additionally, we propose
strategies o counter this pandermic and to prevent the
spread of neurological disease and disability in children
worldwide.

Unique vulnerability of the developing brain
The fetus is not well protected against industrial
chemicals. The placenta does not block the passage of
many environmental toxicants from the maternal o the
fetal circulation,” and more than 200 foreign chemicals
have been detected in umbilical cord blood.* Additionally,
many environmental chemicals are transferred to the
infant through human breastmilk? During fetal life and
early infancy, the blood-brain barrier provides only partial
protection against the entry of chemicals into the CNS.*
Moreover, the developing human brain is exceptionally
sensitive to injury caused by toxic chemicals,® and several
developmental processes have been shown to be highly
vulnerable to chemical toxicity. For example, inwitro
studies suggest that neural stem cells are very sensitive to
neurotoxic substances such as methylmercury.® Some
pesticides inhibit cholinesterase function in the
developing brain,” thereby affecting the crucial regulatory
role of acetylcholine before synapse formation.” Early-life
epigenetic changes are also known to affect subsequent
gene expression in the brain.” In summary, industrial
chemicals known or suspected to be neurotoxic to adults
are also likely to present risks to the developing brain.
Figure 1 shows the unique vulnerability of the brain
during early life and indicates how developrmental
exposures to toxic chemicals are particularly likely to lead
to functional deficits and disease later in life.

New findings about known hazards
Recent research on well-documented neurotoxicants has
generated important new insights into the neuro-
developmental consequences of early exposures to these
industrial chemicals.

joint analyses that gathered data for lead-associated IQ
deficits from seven international studies™ support the
conclusion that no safe level of exposure to lead exists.”
Cognitive deficits in adults who had previously shown
lead-zssociated developmental delays at school age
suggest that the effects of lead neurotoxicity are probably
permanent” Brain imaging of young adults who had
raised lead concentrations in their blood during
chiidhood showed exposure-related decreases in brain
volume.” Lead exposure in early childhood is associated
with reduced school performance® and with delinquent
behaviour later in life. ¥

Developmental neurotoxicity due to methylmercury
occurs at much lower exposures than the concentrations
that affect adult brain function.® Deficits at 7 years of age
that were linked to low-level prenatal exposures to
methylmercury were stiil detectable at the age of
14 years.”” Some common genetic polymorphisms seem
to increase the vulnerability of the developing brain to
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methylmercury toxicity.” Functional MRI scans of people
exposed prenataily to excess amounts of methylmercury
showed abnormally expanded activation of brain regions
in response to sensory stirnulation and motor tasks
{figure 2)." Because some adverse effects might be
counterbalanced by essential fatty acids from seafood,
statistical adjustment for maternal diet during pregnancy
results in stronger methylmercury effects.’*?

Prenatal and early postnatal exposures to inorganic
arsenic from drinking water are associzted with cognitive
deficits that are apparent at school age.** Infants who
survived the Morinaga milk arsenic poisoning incident
had highly raised risks of neurological disease during
adult life.

The developmental neurotoxicity of polychlorinated
biphenyls has been consolidated and strengthened by
recent findings.” Although little new information has
leen published about the developmental neurotoxicity of
toluene, rmuch has been learned about the developmental
neurotoxicity of another common solvent, ethanol,
through research on fetal alcohol exposure. Maternal
consumption of alcohol during pregnancy, even in very
small quantities, has been linked to a range of
neurobehavioural adverse effects in offspring, including
reduced IQ, impaired executive function and social
judgment, delinquent Dbehaviour, seizures, other
neurological signs, and sensory problems.”®

Newly recognised developmental
neurotaxicants

Prospective epidemiological birth cohort studies make it
possible to measure maternal or fetal exposures in real
time during pregnancy as these exposures actually occur,
thus generating unbiased information about the degree
and fiming of prenatal exposures. Children in these
prospective studies are followed longitudinaily and
assessed with age-appropriate tests to show delayed
or deranged neurobehavioural development. These
powerful epidemiological methods have enabled the
discovery of additional developmental neurotoxicants,

| Early-life exposures to neurctoxic chemicals

_

| Development/programming |

4

| Functional maturation |

4 4

Neurclogical disease and degenerative changes

Figure 1: Effect of neurotoxicants during eatly brain development

Exposures in early life to neurotoxic chemicals can cause awide range of adverse
effects on brain development and maturation that can manifest as functional
impairments or disease at any point in the human lifespar, from early infancy to
very old age.
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Figure 2: Functional MRI scans show abnormal activation in the brain

Average activation during finger tapping with the left hand in three adolescents with increased prenatal
methylmercury exposuce (A) and three contro! adolescants (B), The control participants activate the premotor and
motor cortices on the right, whereas participants exposed to methylmercury activate these areas bilaterafly”

Cross-sectional data from Bangladesh show that
exposure io manganese from drinking water is associated
with reduced mathematics achieverment scores in school
children.” A study in Quebec, Canada, showed a strong
correlation between manganese concentrations in hair
and hyperactivity® School-aged children living near
manganese mining and processing facilities have shown
associations between airborne manganese concentrations
and diminished intellectnal function® and with impaired
motor skills and reduced olfactory function.® These
results are supported by experimental findings in mice.®

A meta-analysis of 27 cross-sectional studies of children
exposed to fluoride in drinking water, mainly from China,
suggests an average 1Q decrement of about seven points
in children exposed to raised fluoride concentrations.”
Confounding from other substances seemed unlikely in
most of these studies. Further characterisation of the
dose-response association would be desirable.

The occupational health literature® suggests that
solvents can act as neurotoxicants, but the identification of
individual respensible compounds is hampered by the
complexity of exposures. In a French cohort study of
3000 children, investigators linked maternal occupational
solvent exposure during pregnancy to deficits in
behavioural assessment at 2 years of age® The data
showed dose-related increased risks for hyperactivity and
aggressive behaviour. One in every five mothers in this
cohort reported solvent exposures in commen jobs, such
as nurse or other hospital employee, chemist, cleaner,
hairdresser, and beautician. In Massachusetts, USA,
follew-up of a well-defined population with prenatal and
early childhood exposure to the solvent tetrachloroethylene
(also called perchlorethylene) in drinking water showed a
tendency towards deficient neurological function and
increased risk of psychiatric diagnoses.”

Acute pesticide poisoning occurs frequently in children
worldwide, and subclinical pesticide toxicity is also
widespread. Clinical data suggest that acuie pesticide
poisoning during childhood might lead to lasting
neurobehavioural deficits.*” Highly toxic and Dbio-
accumulative pesticides are now banned in high-income
nations, but are still used in many low-income and middle-
income countries. In particular, the organochlorine
compounds dichlorodiphenylrichloroethane (DDT), its
metabolite dichlorodiphenyldichloroethylene (DDE), and
chiordecone {Kepone), tend to be highly persistent and
remain widespread in the environment and in people's
bodies in high-use regions. Recent studies have shown
inverse correlations between: serum concentrations of
DDT or DDE (which indicate accumulated exposures), and
neurodevelopmental performance’®

Organophosphate pesticides are eliminated from the
human body much more rapidly than are organochlorines,
and exposure assessment is therefore inherently less
precise. Nonetheless, three prospective epidemiological
birth cohort studies provide new evidence that prenatal
exposure to organophosphate pesticides can cause
developmental neurotoxicity. In these studies, prenatal
organophosphate exposure was assessed by measurement
of maternal urinary excretion of pesticide metabolites
during pregnancy. Dose-related correlations were recorded
between maternal exposures to chiorpyrifos or other
organophosphates and small head circumference at
birth—which is an indication of slowed brain growth in
utero—and with neurobehavioural deficits that have
persisted to at least 7 years of age.’** In a subgroup study,
MRI of the Dbrain showed that prenatal chlorpyrifos
exposuire was associated with structural abnormalities that
included thinning of the cerebral cortex.”

Herbicides and fungicides might also have neurotoxic
potential®® Propoxur? a carbamate pesticide, and
permethrine,” a member of the pyrethroid class of
pesticides, have recently been linked to neurodevelop-
mental deficits in children,

The group of compounds known as pelybrominated
diphenyl ethers (PBDEs) are widely used as flame
retardants and are structurally very similar to the
polychlorinated biphenyls. Experimental evidence now
suggests that the PBDEs might also be neurotoxic.”
Epidemiological studies in Europe and the USA have
shown neurodevelopmental deficits in children with
increased prenatal exposures to these compounds.®™
Thus, the PBDEs should be regarded as hazards to
human neurobehavioural development, although
attribution of relative toxic potentials to individual
PBDE congeners is not yet possible.

Other suspected developmental nevrotoxicants

A serious difficulty that complicates many epidemiological
studies of neurodevelopmental toxicity in children is the
problem of mixed exposures. Mest populations are
exposed to more than one neurctoxicant at a time, and yet
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most studies have only a finite amount of power and
precision in exposure assessment to discern the possible
effects of even single neuzotoxicants. A further problem
In many epidemiological studies of non-persistent
toxicants is that imprecise assessment of exposure tends
to obscure associations that might actually be present.®
Guidance from experimental newrotoxicity studies is
therefore crucial. In the assessment of potential
developmental neurotoxicants, we have used a strength of
evidence approach similar to that used by the International
Agency for Research on Cancer for assessing
epidemiological and experimental studies,

Phthalates and bisphenol A are added to many differen:
types of plastics, cosmetics, and other consumer
products, Since they are eliminated rapidly in urine,
exposure assessment is complicated, and such
imprecision might lead to underestimation of the true
risk of neurotoxicity. The best-documented effects of
early-life exposure to phthalates are the consequence of
disruption of endocrine signalling.® Thus, prenatal
exposures to phthalates have been linked to both
neurodevelopmental deficits and to behavioural ab-
normalities characterised by shortened attention span
and impaired social interactions.® The neurobehavioural
toxicity of these compounds seems to affect mainly boys
and could therefore relate to endocrine disruption in the
developing brain.® In regard to bisphencl A, a prospective
study showed that point estimates of exposure during
gestation were linked to abnormalities in behaviour and
executive function in children at 3 years of age.”

Exposure to air pellution can cause neurodevelopmental
delays and disorders of behavioural functions.** Of the
individual components of air pollution, carbon monoxide
is a well-documented neurotoxicant, and indoor exposure
to this substance has now been linked to deficient
neurobehavioural performarnce in children™ Less clear is
the reported contribution of nitogen oxides to
neurodevelopmental deficits,” since these compounds
often co-occur with carbon monoxide as part of complex
emissions. Tobacco smoke is a complex mixture of
hundreds of chemical compounds and is now a well-
documented cause of developmental neurotoxicity.”
Infants exposed prenatally to polycyclic aromatic
hydrocarbons from traffic exhausts at 5 years of age
showed greater cognitive impairment and lower 1Q than
those exposed to lower levels of these compounds.®

Perfluorinated compounds, such as perfluorooctanoic
acid and perfluorooctane sulphonate, are highly
persistent in the environment and in the human beody,
and seem to be neurotoxic.” Emerging epidemiclogical
evidence suggesis that these compounds might indeed
impede neurcbehavioural development.®

Developmental neurotoxicity and clinical
neurology

Exposures in early life to developmental neurotoxicants
are now being linked te specific clinical syndromes in
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children. For example, an increased risk of attention-
deficit hyperactivity disorder has been linked to prenatal
exposures 1o manganese, organophosphates”™ and
phthalates.™ Phthalates have also been linked to
behaviours that resemble components of autism
spectrum disorder” Prenatal exposure to automotive air
pollution in California, USA, has been linked to an
increased risk for autism spectrum disorder™

The persistent decrements in intelligence documented
in children, adolescents, and young adults exposed in early
life to neurotoxicants could presage the development of
neurodegenerative disease later in life. Thus, accumulated
exposure to lead is associated with cognitive decline in the
elderly”™ Manganese exposure may lead to parkinsonism,
and experimental studies have reported Parkinson's
disease as a result of developmental exposures to the
insecticide rotenone, the herbicides paraquat and maneb,
and the solvent trichloroethylene® Any environmental
exposure that increases the risk of neurodegenerative
disordersin later life (figure 1) requires urgent investigation
as the world's population continues to age.”

The expanding complement of neurotoxicants
In our 2006 review,* we expressed concern that additional
developmental neurotoxicants might lie undiscovered in
the 201 chemicals that were then known to be neurotoxic
to human adults, in the roughly 1000 chemicals known
to be neurotoxic in animal species, and in the many
thousands of industrial chernicals and pesticides that
have never been tested for neurotoxicity. Exposure to
neurotoxic chemicals is not rare, since almost half of the
201 known human neurcloxicants are regarded as high
production volume chemicals.

Our updated literature review shows that since 2006 the
list of recognised human neurotoxicants has expanded by
12 chemicals, from 202 (including ethanol) to 214 {table 1
and appendix)—that is, by about two substances per year.
Many of these chemicals are widely used and disseminated
extensively in the global environment. Of the newly
identified neurcdevelopmental toxicants, pesticides
constitute the largest group, as was already the case in

See Qnline for appendix

Number  Number  Identified since 2006
knownin  knownin
2005 2013
Metals and inorganic 25 26 Hydrogen phesphide®
compouynds
Organic solvents 39* 40 Ethyl chloride®
Pesticides 92 101 Acetamiprid, ™ amitsaz,® avermectin,® emamectin,?
fipronil (Termidar},** glyphosate,* hexaconazole,™
imidacloprid #* tetramethylenedisulfotetramine™
Other crganic compounds 46 47 1,3-butadiene®
Total 202% 214 12 new substances
*Inciuding ethano,
Table 2: Industrial chemicals known to betoxic to the human nervous system in 2006 and 2013,
according to chemical group
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Known in 2006 Mewly identified

Qrganic solvents
Pasticides

Other organic compounds
Total

Metals and inarganic compounds.

DDTedichiorodiphenyltrichisraethane, DRE=dichloradiphenyldichloroathylene. *induding ethanol.

Arsenic and arsenic compounds,
lead, and methylmercury

Fluoride and manganese

{Ethanol) toluene Tetrachloroethylena

None Chlorpyrifos and DOT/DDE
Polychlorinated biphenyls Brominated diphenyl ethers
6" 6

Table 2; Industrial chemnicals known to cause developmental neurotoxicity in human belngs in 2006 and
2013, according to chemical group
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Number of |Q points fost

Major medical and neurodevelopmental disorders

Preterm birth 34031025

Autism spectrum disorders 7109899

Paediatric bipolar disorder 8164080

Attention-defiit hyperactivity disorder 16749 400

Postnatal traumatic brain injusy 5827300

Enviranmental chemical exposures

Lead 22947 450

Methylmercury 1590000%
Organophosphate pesticides 16899488

Other neurotoxicants Unkaown

iQ=intalligence quotiont. Data from from Bellinger.®™ *From Grandjean and
colleagues.®

Table 3: Total Josses of 1Q points in US children 0-5 years of age
associated with majer risk factors, including developmental exposure
to industrial chemicals that cause neuretoxicity

2006, In the same 7-year period, the number of known
developmental neurotexicants has doubled from six to 12
{table 2). Although the pace of scientific discovery of new
neurodevelopmental hazards is more rapid today than in
the past, it is still slower than the identification of adult
neurotoxicants.

The gap that exists between the number of substances
known to be toxic to the adult brain and the smaller
number known to be toxic to the much more vulnerable
developing brain is unlikely to close in the near future.
This discrepancy is attributable to the fact that texicity to
the aduit brain is usually discovered as a result of acute
poisoning incidents, typicaily with a clear and imrmediate
association Dbetween causative exposure and adverse
effects, as occurs for workplace exposures or suicide
attempts. By contrast, the recognition of developmental
neurotoxicity relies on two sets of evidernce collected at two
different points in time: exposure data (often obtained
from the mother during pregnancy), and data for the
child's postnatal neurobehavioural development {often
obtained 5-10 years later). Because brain functions develop
sequentially, the full effects of early neurotoxic damage
might not become apparent until school age or beyond.
The most reliable evidenice of developrmental neurotoxicity
is obtained through prospective studies that include

real-time recording of information about exposure in early
life followed Dy serial clinical assessments of the child.
Such research is inherently slow and is hampered by the
difficulty of reliable assessment of exposures to individual
toxicants in complex mixtures.

Consequences of developmental neurotoxicity
Developmental neurotoxicity causes brain damage that is
too often untreatable and frequently permanent. The
consequence of such brain damage is impaired CNS
function that lasts a lifetime and might result in reduced
intelligence, as expressed in terms of lost IQ poinis, or
disruption: in behaviour. A recent study compared the
estimated total IQ losses from major paediatric causes and
showed that the magnitude of losses attributable to lead,
pesticides, and other neurotoxicants was in the same range
as, or even greater than, the losses associated with medical
evenis such as preterm birth, traumatic brain injury, brain
tumours, and congenital heart disease (table 3).%

Loss of cognitive skills reduces children's academic
and economic attainments and has substantia) long-term
economic effects on sacieties.* Thus, each loss of one I1Q
point has been estimated to decrease average lifetime
earnings capacity by about €12000 or US$18000 in 2008
currencies.” The most recent estimates from the USA
indicate that the annual costs of childhood lead poisoning
are about US$50 biflion and that the annual costs of
methylmercury toxicity are roughly US$5 billion.” In the
European Union, methylmercury exposure is estimated
to cause a loss of about 600000 IQ points every year,
corresponding to an annual economic loss of close to
€10 billien, in France alone, lead exposure is associated
with [Q losses that correspond to annual costs that might
exceed €20 billion.” Since [Q losses represent only one
aspect of developmental neurotoxicity, the total costs are
surely even higher.

Evidence from worldwide sources indicates that
average national 1Q scores are associated with gross
domestic product (GDP)}—a correlation that might be
causal in both directions.” Thus, poverty can cause low
1Q, but the opposite is also true. In view of the widespread
exposures to lead, pesticides, and other neurotoxicants in
developing countries, where chernical controls might be
ineffective compared with those in more developed
countries,™" developmental exposures to industrial
chemicals could contribute substantially to the recorded
correlation between 1Q and GDP. If this theory is true,
developing countries could take decades to emerge from
poverty. Consequently, pollution abatement might then
be delayed, and a vicious circle can result.

The antisocial behaviour, criminal behaviour, viclence,
and substance abuse that seem to result from early-life
exposures to some neurotoxic chemicals result in
increased needs for special educational services,
institutionalisation, and even incarceration. In the USA,
the murder rate fell sharply 20 years after the removal of
lead from petrol,® a finding consistent with the idea that

www.thelzncet.com/neurology Vol 13 Masch 2024
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exposure to lead in easly life is a powerful determinant of
behaviour decades later. Although poorly gquantified,
such behavioural and social consequences of neuro-
developmental toxicity are potentially very costly.”
Prevention of developmental neurotoxicity caused by
industrial chernicals is highly cost effective. A study that
quantified the pains resulting from the phase-out of lead
additives from petrel reported that in the USA alone, the
introduction of lead-free petrol has generated an economic
benefit of $200 billion in each armual birth cohort since
1980,%" an aggregate benefit in the past 30 years of over
$3 trillion. This success has since been repeated in more
than 150 countries, resulting in vast additional savings.
Every US$1 spent to reduce lead hazards is estimated to
produce a benefit of US$17-220, which represents a cost-
benefit ratio that is even better than that for vaccines.*
Furthermore, the costs assoctated with the latelife
consequences of developmental neurotoxicity are
enormous, and the benefits from prevention of
degenerative brain disorders could be very substantial.

New methods to identify developmental
neurotoxicants

New toxicological methods now allow a rational strategy
for the identification of developmental neurotexicants
based on a multidisciplinary approach.™ A new guideline
has been approved as a standardised approach for the
identification of developimental neurotexicants.” However,
completion of such tests is expensive and requires the use
of many laboratory animals, and reliance on mammals for
chemicals testing purposes needs to be reduced.™ US
governmental agencies have established the National
Center for Computational Toxicolegy and an initiative—
the Tox 21 Program-~to promote the evolution of toxicology
from a mainly observational science to a predominantly
predictive science."”

In-vitro methods have now reached a level of predictive
validity that means they can be applied to neurctoxicity
testing.” Some of these tests are based on neural stem
cells, Although these cell systemns do not have a blood~
brain barrier and particular metzbolising enzymes, these
approaches are highly promising. As a further option,
data for protein links and protein-protein interactions can
now be used to explore potential neurctoxicity in silico,®
thus showing that existing computational methods might
predict potential toxic effects.™

In summary, use of the whole range of approaches
along with clinical and epidemiological evidence, when
available, should enable the integration of information for
use in at least a tentative risk assessment. With these
methods, we anticipate that the pace of scientific discovery
in developmental neurotoxicology will accelerate further
in the years ahead.

Conclusions and recommendations

The updated findings presented in this Review confirm
and extend our 2006 conclusions.® During the 7 years
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since our previous report, the number of industrial
chernicals recognised to be developmental neurotoxicants
has doubled. Exposures to these industrial chemicals in
the environment contribute to the pandemic of
developmental neurotoxicity.

Two major obstacles impede cfforts to control the
global pandemic of developmental neurotoxicity. These
barriers, which we noted in our previous review® and
were recently underlined by the US National Research
Council,"™ are: large gaps in the testing of chemicals for
developmental neurotoxicity, which results in a paucity
of systematic data to guide prevention; and the huge
amount of proof needed for regulation. Thus, very few
chemicals have been regulated 2zs a result of
developmental neurotoxicity.

The presumption that new chemicals and technologies
are safe until proven otherwise is a fundamental
problem.™ Classic examples of new chemicals that were
introduced because they conveyed certain benefits, but
were later shown to cause great harm, include several
neurotoxicants, asbestos, thalidemide, diethylstilboestrol,
and the chlorofluorecarbons.™ A recurring theme in each
of these cases was that commmercial introduction and wide
dissemination of the chemicals preceded any systematic
effort to assess potential toxicity. Particularly absent were
advance efforls to study possible effects on children’s
health or the potential of exposures in early life to disrupt
early development. Similar challenges have been
confronted in other public health disasters, such as those
caused by tobacco smoking, alcohol use, and refined
foods. These problems have Dbeen recently termed
industrial epidemics.™

To control the pandemic of developmental neurotoxicity,
we propose a coordinated international strategy {panel).
Mandatory and transparent assessment of evidence for
neurotoxicity is the foundation of this strategy
Assessment of toxicity must be followed by governmental
regulation and market intervention. Voluntary controls
seem to be of little value.”

Panel: Recormendations for an international clearinghouse on neurotoxicity

The main purpose of this agency would be to promote optimum brain health, not just

avoidarce of neusological disease, by inspiring, facilitating, and coordinating research and
public policies that aim to protect brain developrient during the most sensitive life stages.

The main efforts would aim to:

+  Screen industrial chemicals present in human exposures far nsurotoxic effects so that

hazardous substances can be identified for tighter control

»  Stimulate and _coordihate new research to understand how toxic chemicals interfere
with brain developmient and how best to prevent long-term dysfunctions and deficits

«  Furiction asa _cleaﬁnghbuse for research data and strategies by gathering and assessing
documenation about brain toxicity and stimulating international collaboration on

research and prévention’

«  Promote policy development aimed at protecting vuinerable populations against
chemicals that are toxi¢ to the brain without needing unrealistic amounts of scientific

procf
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The three pillars of our proposed strategy are: legally
mandated testing of existing industrial chemicals and
pesticides already in commerce, with prioritisation of
those with the most widespread use, and incorporation
of new assessment technologies; legally mandated
premarket evaluation of new chemicals before they enter
markets, with use of precautionary approaches for
chemical testing that recognise the unique vulnerability
of the developing Dbrain; and the formation of a new
clearinghouse for neurctoxicity as a parallel to the
Iniernational Agency for Research on Cancer. This new
agency will assess industrial chemicals for developmental
neurotoxicity with a precautionary approach that
emphasises prevention and dees not require absclute
proof of toxicity. It will facilitate and coordinate
epidemiological and toxicological studies and will lead
the urgently needed global programmes for prevention.

These new approaches must reverse the dangerous
presumption: that new chemicals and technologies are
safe untii proven otherwise. They must also overcome the
existing requirement to produce absolute proof of toxicity
before action can be started to protect children against
neurotoxic substances. Precautionary interpretation of
data about developmental neurctoxicity should take into
account the very large individual and societal costs that
result from failure to act on available documentation to
prevent disease in children.™ Academic research has
oftern favoured scepticism and required extensive
replication before acceptance of a hypothesis,™ thereby
adding to the inertia in toxicology and environmental
health research and the consequent disregard of many
other potential neurotoxicants.™ Additionally, the
strength of evidence that is needed to constitute “proof”
should be analysed in a societal perspective, so that the
implications of ignoring a developmental neurotoxicant
and of failing to act on the basis of available data are aiso
taken into account.

Finally, we emphasise that the total number of neurotoxic
substances now recognised almost certainly represents an
underestimate of the true number of developmental
neurctoxicants that have been released into the global
environment. Qur very great concern is that children

Search strategy and selection criteria

We identifiee studies published since 2006 on the neurctoxic
effacts of industrial chemicals in human beings by using the
search terms “neurotoxicity syndromes”{MeSH], “neurotoxic”,
“neurologic”, or “neuro™”, combined with “exposure” and
“poisoning” in Pubivied, from 2006 to the end of 2012, For
developmental neurotoxicity, the search terms were “prenatal
exposure delayed effects”[MeSH], “maternal exposure” or -
“maternal fetal exchange”, "developmental disabilities/
chemically induced” and “neurotoxins”, all of which were
searched for with the limiters “4ll Child: 0-18 years, Human”.
We also used references cited in the publications retrieved.

worldwide are being exposed to unrecognised toxic
chemicals that are silently eroding intelligence, disrupting
behaviours, truncating future achievements, and
damaging societies, perhaps most seriously in developing
countries. A new framework of action is needed.
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July 25, 2012 — For years health experts have been unable to agree on
whether fluoride in the drinking water may be toxic to the developing human
brain. Extremely high levels of fluoride are known to cause neurotoxicity in
adults, and negative impacts on memory and learning have been reported in
rodent studies, but little is known about the substance’s impact on children’s
neurodevelopment. In a meta-analysis, researchers from Harvard School of
Public Health (HSPH) and China Medical University in Shenyang for the first
time combined 27 studies and found strong indications that fluoride may
adversely affect cognitive development in children. Based on the findings, the




authors say that this risk should not be ignored, and that more research on
fluoride’s impact on the developing brain is warranted.

The study was published online in Environmental Health Perspectives on
July 20, 2012,

The researchers conducted a systematic review of studies, almost all of which
are from China where risks from fluoride are well-established. Fluoride is a
naturally occurring substance in groundwater, and exposures to the chemical
are increased in some parts of China. Virtually no human studies in this field
have been conducted in the U.S., said lead authorAnna Choi, research scientist
in the Department of Environmental Healthat HSPH.

Even though many of the studies on children in China differed in many ways
or were incomplete, the authors consider the data compilation and joint
analysis an important first step in evaluating the potential risk. “For the first
time we have been able to do a comprehensive meta-analysis that has the
potential for helping us plan better studies. We want to make sure that
cognitive development is considered as a possible target for fluoride toxicity,”
Choi said.

Choi and senior author Philippe Grandjean, adjunct professor of
environmental health at HSPH, and their colleagues collated the
epidemiological studies of children exposed to fluoride from drinking water.
The China National Knowledge Infrastructure database also was included to
locate studies published in Chinese journals. They then analyzed possible
associations with IQ measures in more than 8,000 children of school age; all
but one study suggested that high fluoride content in water may negatively
affect cognitive development.

The average loss in IQ was reported as a standardized weighted mean
difference of 0.45, which would be approximately equivalent to seven IQ
points for commonly used IQ scores with a standard deviation of 15.* Some
studies suggested that even slightly increased fluoride exposure could be toxic
to the brain. Thus, children in high-fluoride areas had significantly lower IQ
scores than those who lived in low-fluoride areas. The children studied were
up to 14 years of age, but the investigators speculate that any toxic effect on
brain development may have happened earlier, and that the brain may not be
fully capable of compensating for the toxicity.

“Fluoride seems to fit in with lead, mercury, and other poisons that cause
chemical brain drain,” Grandjean says. “The effect of each toxicant may seem
small, but the combined damage on a population scale can be serious,
especially because the brain power of the next generation is crucial to all of

»
us.

* This sentence was updated on September 5, 2012.

Read a September 2012 statement by the authors.



** Learn more about the IQ measurements by HSPH'’s Anna L. Choi and
Philippe Grandjean in response to a letter to the journal published in the
March 2013 (Vol. 121, No. 3) Environmental Health Perspectives.






Fluoride references.

REFERENCES

Agency for Toxic Substances and Disease Registry (ATSDR) (1993). Toxicological Profile for
Fluorides, Hydrogen Fluoride, and Fluorine (F). U.S. Department of Health & Human Services,
Public Health Service. ATSDR/TP-91/17.

Alarcon-Herrera MT, et al. (2001). Well Water Fiuoride, Dental fluorosis, Bone Fractures in the Guadiana
Valley of Mexico. Fluoride. 34(2); 139-149.

Allain P, et al. (1998). Enhancement of aluminum digestive absorption by fluoride in rats. Research
Cemmunications in Mofecular Pathology and Pharmacology. 91: 225-31.

An J, et al. (1992). The effects of high fluoride on the level of intelligence of primary and secondary
students. Chinese Journal of Controf of Endemic Diseases 7(2):93-94.

Armfield JM and Spencer AJ (2004). Consumption of Nonpublic Water: tmplications for Children’s Caries
Experience," Communily Dentistry and Oral Epidemiology. 32(4). 283-96

Arnold HA. (1980). Letter to Dr. Ernest Newbrun. May 28, 1980. htfp://www fluoridealeri.org/uc-davis.htm

Awadia AK, et al. (2002). Caries experience and caries predictors — a study of Tanzanian children consuming
drinking water with different fluoride concentrations. Clinical Oral Investigations. (2002) 6:98-103.
Bachinskii PP, et al. {1985) Acticn of the body fluorine of healthy persons and thyroidopathy patients on the
function of hypophyseal-thyroid the system. FProbl Endokrinol (Mosk) 31: 25-0.

Barbier Q. (2010) Molecutar mechanisms of fluoride toxicity. Chemico-Biological Interactions. 188:
319-333.

Barnes GP, et al. (1992). Ethnicity, location, age, and fluoridation factors in baby bottle tooth decay and caries
prevalence of Head Start children, Public Health Reports. 107. 167-73.

Barot VV. (1998). Cceurrence of endemic fluorosis in human population of North Gujarat, India: human health
risk. Bulletin of Environmental Contamination and Toxicology. 61: 303-10.

Bassin EB, {2001). “Association Between Fluoride in Drinking Water During Growth and Development and the
Incidence of Osteosarcoma far Children and Adolescents,” DMSc thesis, Harvard School of Dental Medicine,

Boston, Massachuseits.

Bassin EB et al. (2008). Age-specific Fivoride Exposure in Drinking Water and Osteosarcoma (United

States). Cancer Causes and Control. 17 (4): 421-28.



Bayley TA, et al. {$1990). Fluoride-induced fractures: relation to osteogenic effect. Journal of Bone and
Mineral Research.5(Supp! 1):8217-22.

Beltran-Aguilar ED et al. (2010). Prevalence and severity of dentai flucrosis in the United States, 1998-

2004. NCHS DataBrief No. 53. U.S. DHHS, CDC, National Center for Health Statistics.

Beltran-Aguilar ED et al. (2005). Surveillance for dental caries, dental sealants, tooth retention, endentulism,
and enamel fluorosis—United States, 1988- 1994 and 1989-2002. CDC, MMWR, Surveillance Summaries,
August 26, vol. 54, No $S-3, pp. 1-44. See Table 23.

Bentley EM, et al. {1989). Fluoride ingestion from toothpaste by young children. British Denifal

Joumnal. 186: 460-2.

Bhatnagar M, et al. {2002). Neurotoxicity of fluoride: neurodegeneration in hippocampus of female

mice. Indian Jourmalof Experimental Biology. 40: 546-54.

Bigay J, et al. (1987). Fluoride complexes of atuminium or beryllium act on G-proteins as reversibly bound
analogues of the gamma phasphate of GTP. EMBO Journal. 6:2907-2913.

Bigay J, et al. (1985). Fluoroaluminates activate transducin-GDP by mimicking the gamma-phosphate of GTP
in its binding site. FEBS Letfers. 191:181-185.

Brothwell D, Limeback H. {2003). Breastfeeding is protective against dental fluorosis in a nonfluoridated rural
area of Ontario, Canada. Journal of Human Lactation 19: 386-00.

Brunelle JA, Carlos JP. (1990). Recent trends in dental caries in U.S. children and the effect of water
fluoridation. Journalof Dental Research. 69(Special edition): 723-727.

Bryson C. (2004). The Fluoride Deception. Seven Stories Press, New York.

Burgstahler AW, et al. (1997). Fluoride in California wines and raisins. Fltioridle. 30: 142-146.

Caffey J. On Fibrous Defects in Cortical Walls: Their Radiologica! Appearance, Structure, Prevalence, Natural
Course, and Diagnostic Significance in Advances in Pediairics, ed. S. Z. Levin, {New York: Interscience,
1955).

Calderon J et al. (2000). Influence of fluoride exposure on reaction time and visuospatiat organization in
children. Epidemiology11(4):5153.

Carlsson A, (1978). Gurrent problems relating o the pharmacology and toxicology of fluorides. Journal of
the Swedish Medical Association. 14: 1388-1392.

Carnow BW, Conibear SA. (1981). Industrial fluorosis. Fluoride. 14: 172-181,

Caspary WJ, et al (1987). Mutagenic activity of fluorides in mouse lymphoma cells. Mutation

Research. 187:165-80.

Centers for Disease Control and Prevention (CDC}. {2002). Prevalence of Self-Reported Arthritis or Chronic
Joint Symptoms Among Adults — United States, 2001, Mortalily and Moarbidity Weekly Report. 51

948-950.



Centers for Disease Control and Prevention (CDC). (2001). Recommendations for Using Fluoride to Prevent
and Control Dentaf Caries in the United States. Morbidity and Mortality Weekly Report. 50(RR14): 1-
42,

Centers for Disease Control and Prevention (CDC). {1999). Achievements in Public Health, 1500-1999:
Fluoridation of Drinking Water to Prevent Dental Caries. Mortality and Morbidity Weekly Report. 48:
933-940,

Chachra et al. (2010) The long-term effects of water flucridation on the human skeleton. Journal of Dental
Research. 89{11): 1219-1223.

Chen J, et al. (2003). Selective decreases of nicotinic acetylcholine receptors in PC12 cells exposed to
fluoride. Toxicology. 183: 235-42.

Chen J, et al. {2002). [Studies on DNA damage and apoptosis in rat brain induced by fluoride] Zhonghua
Yu Fang Yi Xue Za Zhi. 36 222.224,

Chen YC, et al. (1997}, Nutrition survey in dental fluorosis-afflicted areas. Fluoride. 30(2):77-80.

Chen P, et al. (1997). Effects of hyperflioride on reproduction-endocrine system of male adults. Endemic
Diseases Bulletin 12(2).57-58,

Choi AL, et al. (2012). Developmental fluoride neurotoxicity: a systematic review and meta-

analysis. Environmental Health Perspectives doi10.1289/ehp.1104912

Chinoy NJ, Narayana MV. (1994). In vitro fluoride toxicity in human spermatozoa. Reprodtictive
Toxicology. 8.155-9.

Chinoy NJ, et al. {1891). Microdose vasal injection of sodium fluoride in the rat. Reproductive
Toxicology. 5. 505-12,

Chinoy NJ, Sequeira E. (1989). Effects of fluoride on the histoarchitecture of reproductive organs of the male
mouse.Reproductive Toxicology. 3: 261-7.

P. D. Cohn (1992). An Epidemiologic Report on Drinking Water and Fiuoridation, New Jersey
Department of Health, Environmental Hezlth Service, November 8, 1992. Note: The original title of this report
was A Brief Report on the Association of Drinking Water Fluoridation and the Incidence of
Osteosarcoma Among Young Males. The word “osteosarcoma” was deleted from the title soon after
the report was released.

Colquhoun J. (1897). Why | changed my mind about Fluoridation. Perspectives in Biology and
Medicine 41 29-44.

Conneit PH, Beck J and Micklem S. The Case Against Fluoride: How Hazardous Waste Ended
Up in Qur Drinking Wafer and the Powerful Politics and Bad Science That Keep it There.

Chelsea Green, White River Junction, VT, 2010.



Connett,P (2004) 50 Reasons to Oppose Fluoridation (updated April 12, 2004). Reprinted in
Medical Veritas. 1:70-80,
Connett M. (2004). Fluoride & Bone Damage: Published Data. Submission to National Research Council

(NRC).

Connett, P. (2000). Fluoride: A Statement of Concern. Waste Not #459. January 2000. Waste Not, 82 Judson

Street, Canton, NY 13617.

Connett P, Neurath C and Connett M. (2005). Revisiting the Fluoride-Osteosarcoma Connection in the
Context of Elise Bassin’s Findings: Part 11." Submission to the National Research Council of the National
Academies review panel on the Toxicologic Risk of Fluaride in Drinking Water, March 21, 2005 (revised April

8, 2005).

Czerwinski E, et al. (1988). Bone and joint pathology in fluoride-exposed workers. Archives of
Environmental Health. 43.:340-343,

Dambacher MA, et al. (1986). Long-term fluoride therapy of postmenopausal osteoporosis. Bone 7; 199-205.
De Liefde B. (1998). The decline of caries in New Zealand over the past 40 Years. New Zealand Dental
Journal. 94: 108-113.

Department of Health 8 Human Services. (U.S. DHHS) (1991). Review of Fluoride: Benefits and

Risks. Report of the Ad Hoc Committee on Fluoride, Committee to Coordinate Environmental
Health and Related Programs. Department of Health and Human Services, USA.

DenBesten, P {1899). Biological mechanism of dental flucrosis relevant to the use of flucride

supplements. Community Dentistry and Oral Epidemiofogy. 27 41-7.

De Stefano TM. (1954). The fluoridation research studies and the general practitioner. Bulletin of Hudson
County Dental Society. February.

Diesendorf M.(1986). The mystery of declining tooth decay. Nafure. 322: 125-129.

Ding Y et al. (2010, The relationships between low levels of urine fluoride on children's intelligence, dental
fluorosis in endemic fluorosis areas in Hulunbuir, Inner Mongolia, China. Journal of Hazardous
Materials. doi:10.1016/.jhazmat.2010.12.097.

Ditkoff BA, Lo Gerfo P. {2000). The Thyroid Guide. Harper-Collins. New York,

Dong Z, et al. (1993). Determination of the contenis of amino-acid and monoamine neurctransmitters in fetal
brains from a flucrosis-endemic area. Journal of Guivang Medical College 18{4).241-45.

Douglass CW and Joshipura K. (2006) “Caution Needed in Fluoride and Osteosarcoma Study”

(letter), Cancer Causes & Control. 17 (4): 481-82.



Du L. 1992. The effect of fluorine on the developing human brain. Chinese Journal of
Pathology 21(4):218-20 {republished in Fluorided1:327-30).

BDuan X. et al. {2011). Excess Fluoride Interferes with Chloride-channel-dependent Endocytosis in
Ameloblasts. J Dent Res.20(2):175-180.

Easley, M. (1999). Community fluoridation in America: the unprincipled opposition. Dental

Waich. hitp://www.dentalwatch.org/fifopposition.pdf (accessed March 21, 2010).

Ekambaram P, Paul V. (2001}, Calcium preventing locomotor behavioral and dental toxicities of fluoride by
decreasing serum fluoride level in rats. Environmental Toxicology and Pharmacology. 9: 141-148,
Ekstrand J, et al. (1981). No evidence of fransfer of fluoride from plasma to breast milk. British Medical
Journal (Clin Res Ed). 83: 761-2,

Ekstrand J, et al. (1994). Fluoride pharmacekinetics in infancy. Pediatric Research. 35:157-163.
Ekstrand J. {1996). Fluoride Intake. In: Fejerskov O, Ekstrand J, Burt B, Eds. Fluoride in Dentistry, 2nd
Edition. Munksgaard, Denmark. Pages 40-52.

Elbeticha A, et al. (2000), Fertility effects of sodium fluoride in male mice. Fluoride. 33: 128-134.

Emsley J, et al {1881}, An unexpectedly strong hydrogen bond: ab initio calculations and spectroscopic
studies of amideflucride systems, Journal of the American Chemical Society. 103: 24-28.

Eswar P, et al. (2011). Intelligent quotients of 12-14 year old school children in a high and low fiucride village
in India. Fluioride 44:168-72,

Fagin, D. (2008). Secend Thoughts on Flueride. Scientific American 298 (1)(January): 74-81.

Fein NJ, Cerklewski FL. {2001). Fluoride content of foods made with mechanically separated

chicken. Journal of Agricultural Food Chemistry. 49: 4284-6.

Feltrman R, Kosel G. (1961). Prenatal and postnatal ingestion of fluorides — Fourteen years of investigation —
Final report. Jourmnal of Dental Medicine. 16: 190-99.

Finney WF et al. {2008) Reexamination of Hexafluorosilicate Hydrolysis by Fiuoride NMR and pH
Measurement. Environmental Science & Technology 40 (8): 2572-77.

Fluoridation Forum {2002). Forum on Flucridation {Dublin, Ireland: Stationery Office, 2002).

Fomon SJ, et al. (2000). Flueride intake and prevalence of dental fluorosis: trends in fluoride intake with
special attention to infants.Journal of Public Health Dentisiry. 60: 131-9.

Franke J, et al. (1975). Industriat fluorosis. Fluoride. 8: 61-83.

Freni 8C. (1994). Exposure to high fluoride concentrations in drinking water is associated with decreased birth
rates. Journal of Toxicology and Environmental Health. 42: 109-121.

Freeze RA and Lehr JA. The Fluoride Wars: How a Modest Public Health Measure Became

America’s Longest-Running Political Melodrama. {Hoboken, NJ: John Wiley, 2009).



Freni SC, Gaylor DW. (1892). International trends in the incidence of bone cancer are not related to drinking
water flucridation. Cancer. 70: 611-8.

Galletti P, Joyet G. (1958). Effect of fluerine on thyroidal iodine metabolism in hyperthyroidism. Journal of
Clinical Endocrinology 18: 1102-1110,

Gerster JC, et al. (1983). Bilateral fractures of femoral neck in patients with moderate renal failure receiving
fluoride for spinal osteoporosis. British Medical Jotirnal (Clin Res Ed). 287(6394):723-5,

Ghosh D, et al. (2002). Testicular toxicity in sodium fiucride treated rats: association with oxidative

stress. Reproductive Toxicolelogy.16: 385,

Gray, AS. {1987). Fluoridation: time for a new base line? Journal of the Canadian Dental
Association. 53: 763-5.

Greenberg LW, et al. (1974). Nephrogenic diabetes insipidus with fluorosis. Pediatrics, 54(3):320-2.

Grobleri SR, et al. (2001). Dental fluorosis and caries experience in relation to three different drinking water
fluoride levels in South Africa. Infernational Journal of Paediatric Dentistry. 11(5):372-9.

Guan ZZ, et al (1998). Influence of chronic flucrosis on membrane lipids in rat brain, Neurotoxicology and
Teratology.20: 537-542.

Gutteridge DH, et al. (2002). A randomized trial of sodium fluoride (60 mg) +/- estrogen in postmenopausal
osteoporotic vertebral fractures: increased vertebral fractures and peripheral bone loss with sodium fluoride;
concurrent estrogen prevents peripheral loss, but not vertebral fractures. Osteoporosis

International. 13(2):158-70.

Guiteridge DH, et al. (1990). Spontaneous hip fractures in fluoride-treated patients: potential causative
factors. Journal of Bone and Mineral Research. 5 Suppl 1:5205-15.

Han H, Cheng Z, Liu W. 1989, Effects of fluorine on the human fetus, Chinese Journal of Control of
Endemic Diseases 4:136-138 (republished in Fluoride 41:321-6).

Hanmer R, {1983). Leiter from Rebecca Hanmer, deputy assistant administrator for water, U.S. Environmental

Protection Agency, to Leslie A. Russell, D.M.D, March 30, 1983.

Hao P, et al. {2010). Effect of fluoride on human hypothalamus-hypophysis-testis axis hormones. Journal of
Hygiene Research 39(1):53-55.

Hazan S. {2004). Letter from Stan Hazan, General Manager, NSF Drinking Water Additives Certification
Program, to Ken Calvert, Chairman, Subcommittee an Energy and the Environment, Committee on Science,

US House of Representatives.July 7.

Health Canada (2008). Findings and Recommendations of the Fluoride Expert Panel (January

2007). April 2008.



Health Canada (2010). Guidelines for Canadian Drinking Water Quality: Guideline Technical
Document — Fluoride. Health Canada Dated Dec 2010, published June 21, 2011.

Hedlund LR, Gallagher JC. (1989). Increased incidence of hip fracture in osteoporotic women treated with
sodium fluoride. Journal of Bone and Mineral Research. 4. 223-5.

Heilman JR et ai. (1999). Assessing Fluoride Levels of Carbonated Soft Drinks. Journal of the American
Dental Association. 130 (11); 159399,

Heller KE, et al (1997). Dental caries and dental fluorosis at varying water fluoride concentratians. Journal
of Public Health Dentistry.57: 136-143.

Hileman B. (1989). New studies cast doubt on fluoridation benefits. Chemical and Engineering

News. May 8.

Hileman B. (1988). Fluoridation of water: Questions about health risks and berefits remain after more than 40
years. Chemical and Engineering News. August 1: 26-42.

Hirzy JW. (1999). Why the EPA’s Headquarters Union of Scientists Opposes Fluoridation. Press release from

National Treasury Employees Union, May 1.

Hong F, et al. {2001). Research on the effects of fluoride on child intellectual development under different
environments. Chinese Primary Health Care 15(3):56-57 (republished in Fltoride 2008; 41(2): 156~
60}

Hong L, et al. (2008)}. Timing of flucride intake in relation to development of fiuorosis on maxillary central
incisors, Community Dentistry and Oral Epidemiology 34:299-309.

Hoover RN, et al. (1981a). Time trends for bone and jeint cancers and osteosarcemas in the Surveillance,
Epidemiclogy and End Resulis (SEER) Program. National Cancer Institute In; Review of Fluoride; Benefits
and Risks Report of the Ad Hoc Committee on Fluoride of the Committee to Coordinate Environmental Health

and Related Programs US Public Health Service, Appendix E.

Hoover RN, et al. (1991b). Time trends for bone and joint cancers and osteosarcomas in the Surveillance,
Epidemiology and End Results {SEER} Program. National Cancer Institute n: Review of Fluoride: Benefits
and Risks Report of the Ad Moc Commitiee on Flugride of the Commitiee to Coordinate Environmental Health

and Related Programs US Public Health Service. Appendix F.

Inkovaara J, et al. (1975). Prophylactic fluoride treatment and aged bones. British Medical Journal. 3: 73-
4,

Institute of Medicine. (1997). Dietary Reference Intakes for Calcium, Phosphorus, Magnesium,
Vitamin D, and Fluoride. Standing Committee on the Scientific Evaluation of Dietary Reference Intakes,

Food and Nutrition Board. Naticnal Academy Press.



Johnson WJ, et al. (1979). Flucridation and bone disease in renal patients. In: Johansen E, Taves DR, Olsen
TO, Eds.Continuing Evaluation of the Use of Fluorides. AAAS Selected Symposium, Westview Press,

Boutder, Colorado. pp. 275-293.

Joseph S, Gadhia PK. (2000). Sister chrornatid exchange frequency and chromosome aberrations in residents
of fluoride endemic regions of South Gujarat. Fluoride. 33: 154-158.

Juncos LI, Donadio JV. (1972). Renal failure and fluorasis. Journal of the American Medical
Association 222: 783-5,

Keliy JV. {2000). Letter to Senator Robert Smith, Chairman of Environment and Public Works Committee, U.S.

Senate, August 14, 2000.

Kifborn LG, et al. (1950). Fluorosis with report of an advanced case. Canadian Medical Association
Journal. 62: 135-141.

Kim FM et al. (2011). An Assessment of Bone Flucride and Osteosarcoma. J. Dent.Res. July 28, 2011
{published onling).

Kiritsy MG, et al. {1996). Assessing fluoride concentrations of juices and juice-flavored drinks. Journal of
the American Dental Association, 127: 895-902.

Kighi K, Ishida T. (1993). Clastogenic activity of sodium fluoride in great ape celis. Mutation

Research. 301:183-8.

Klein H. {1875}. Dental flucrosis associated with hereditary diabetes insipidus. Oral Surg Oral Med Oral

Pathol. 40(6).736-41.

Komarek AE (2005). A Bayesian Analysis of Multivariate Doubly-Interval-Censored Dental

Data," Biostafistics. 6 (1):145-55.

Kour K, Singh J. (1980). Histological finding of mice testes following flucride ingestion. Fluioride. 13: 160-
162.

Kumar A, Susheela AK. {1994). Ultrastructural studies of spermiogenesis in rabbit exposed to chronic fluoride
toxicity. fnfermational Journal of Ferfility and Menopausal Studies. 39:164-71.

Kumar JV, Green EL. (1898). Recommendations for fluoride use in children. NY State Dental
Journal. 64: 40-7.

Kunzel W, Fischer T. {2000). Caries prevalence after cessation of water flucridation In La Salud,

Cuba. Caries Research.34: 20- 5.

Kunzel W, et al. (2000). Decline in caries prevalence after the cessation of water fluoridation in former East

Germany. Community Dentistry and Oral Epidemiology. 28: 382-388.



Kunzel W, Fischer T. (1997). Rise and fall of caries prevalence in German towns with different F
concentrations in drinking water.Caries Research. 31 168-73.

Kurttio PN, et al. (1999). Exposure to natural fluoride in well water and hip fracture: A cohort analysis in
Finland, American Joumal of Epidemioclogy. 150(8): 817-824.

Lalumandier JA, et al. (1995). The prevalence and risk factors of fluorosis among patients in a pediatric dental
practice. Pediatric Dentistry. 17: 19-25.

Levy SM, Guha-Chowdhury N. (1999). Total fluoride intake and implications for dietary fluoride
supplementation. Journal of Public Healfth Dentistry. 59: 211-23.

Levy SM et al, (2009). Associations of fluoride intake with children’s bone measures at age 11. Community
Dent OralEpidemiol.37(5):418-286.

Levy SM, et al. (2010). Associations Between Flucrosis of Permanent Incisors and Fluoride Intake From Infant
Formula, Other Dietary Sources and Dentifrice During Early Childhood. JADA 141:1190-1201.

Li J, Yao L, Shao QL, Wu CY. 2004. Effects of high fluoride level on neonatal neurobehavigural
development. Chinese Journal of Endemiology 23:464-465 (republished in Fltoride 41:165-70).

Li L. (2003). The biochemistry and physioclogy of metallic fluoride: action, mechanism, and

implications. Critical Reviews of Oral Biclogy and Medicine. 14: 100-14.

Li X8. (1995). Effect of fluoride exposure on intelligence in children. Fluoride 28: 188-192.

LiY, et al. (2001). Effect of long-term exposure to fluoride in drinking water on risks of bone

fractures, Journal of Bone and Mineral Research 16: 932-9.

Lin Fa-Fu; et al (1821). The relationship of a iow-iodine and high-fluoride environment to subclinical cretinism
in Xinjiang. Endemic Disease Bulletin 6(2).62-67 (republished in fodine Deficiency Disorder
Newsleffer vol. 7(3).24-25).

Liu H, et al. (1988). Analysis of the effect of fluoride on male infertility in regions with reported high level of
fluoride (endemic flucrosis). Journal of the Medical Institute of Suzhou 8(4):267-99.

Locker D. (1999). Benefits and Risks of Water Fluoridation. An Update of the 1996 Federal-Provincial Sub-

committee Report. Prepared for Ontario Ministry of Health and Long Term Care.

Long YG, et al. (2002). Chronic fiuoride toxicity decreases the number of nicotinic acetyleholine receptors in
rat brain. Neurotoxicology and Teratology. 24: 751-7.

Lu XH, et al. (2000). Study of the mechanism of neurone apoptosis in rats from the chronic

flusrosis. Chinese Journal of Epidemiology. 19; 96-98.

Lu Y, et al (2000). Effect of high-fuoride water on intelligence of children. Fluoride 33:74-78.

Luke J. (2001). Fluoride depositicn in the aged human pineal gland. Caries Research 35: 125-128.



Luke J. (1997). The Effect of Fluoride on the Physiology of the Pineal Gland. Ph.D, Thesis. University of

Surrey, Guildord.

Maas RP et al. (2007). Effects of Fluoridation and Disinfection Agent Combinations on Lead Leaching from
Leaded-Brass Parts.Neurotoxicology. 28 (5): 1023-31.

Macek M, et al. (2006). Blood lead concentrations in children and method of water fluoridation in the United
States, 1988-1984. Environmental Health Perspectives 114:130-134.

Mahaffey KR, Stone CL. {1978). Effect of High Fluorine (F) Intake on Tissue Lead (Pb)

Concentrations. Federation Proceedings. 35: 256,

Mahoney MC, et al. {1991). Bone cancer incidence rates in New York State: time trends and fluoridated
drinking water. American Journal of FPublic Health. 81: 475-9.

Mann J, et al. (1990). Fluorosis and dental caries in 6-8~year-old children in a 5 ppm flucride

area, Community Dentistry and Oral Epidemiology. 18: 77-9.

Mann J, et al. (1987). Fluorosis and caries prevalence in a community drinking above-optimal fluoridated
water. Community Dentistry and Oral Epidemiology. 15; 293-5.

Marcus W. (19880). Memorandum from Dr. William Marcus, to Alan B. Hais, Acting Director Criteria &

Standards Division QOW, US EPA. May 1, 1990,

Marier J and Rose D. {1977). Environmental Fluoride. National Research Council of Canada. Associate
Committee on Scientific Criteria for Environmental Quality. NRCC No. 16081, Ottawa, Canada.

Marshall TA, et al. {2004). Associations between Intakes of Fluoride from Beverages during Infancy and
Dental Fluorosis of Primary Teeth. Journal of the American College of Nutrition 23:108-16.Martin B.
(1991). Scientific Knowledge in Controversy: The Social Dynamics of the Fluoridation
Debate. SUNY Press Albany NY.

Martin B, (1991). Scientific Knowledge in Confroversy: The Social Dynamics of the
Fluoridation Debate. SUNY Press, Albany NY.

Massler M, Schour |. (1852). Relation of endemic dental fluorosis to mainutrition. Journal of the
American Dental Association. 44 156-165.

Masters R, et al. (2000), Association of silicofluoride treated water with elevated blood

lead. Neurotfoxicology. 21: 1091-1099.

Masters RD, Coplan M. {1999), Water treatment with silicofluorides and lead toxicity. [nfernational Journal
of Environmental Studies.56: 435-449.

Matsuo 8, et al. {1998). Mechanism of toxic action of fluoride in dental flucrosis: whether trimeric G proteins
participate in the disturbance of intracellufar transport of secretory ameloblast exposed to fluoride. Archives

of Toxicology. 72: 798- 806.



Mauporme G, et al. (2001). Patterns of dental caries following the cessation of water

fluoridation. Community Dentistry and Oral Epidemiology. 29: 37-47.

McClure F. (1970). Water fluoridation, the search and the victory. US Department of Health,
Education, and Welfare, Washington DC,

McDonagh M, et al. (2000). A Sysfematic Review of Public Water Fluoridation. NHS Center for
Reviews and Dissemination, University of York, September 2000.

Meng Z, Zhang B. (1997). Chromesomat aberrations and micronuclei in lymphocytes of workers at a
phosphate fertilizer factory. Mutation Research. 393; 283-288.

Mihashi, M. and Tsutsui, T.(1996). Clastogenic activity of sodium fluoride to rat vertebral bedy-derived celis in
culture. Mutation Research 368: 7-13.

Moolenburgh H. (1987). Fluoride: The Freedom Fight. Mainstream Publishing, Edinburgh,

Morgan L, et al. (1998}, Investigation of the possible associations between fluorosis, fluoride exposure, and
childhood behavior problems. Fediatric Dentistry. 20: 244-252. Mulienix P, et al. (1995). Neurctoxicity of
sodium fluoride in rats. Neurotoxicology and Teratology. 17: 169-177.

Mullenix P, et al. {1895). Neurotoxicity of sodium fluoride in rats. Netirotoxicology and Teratology. 17:
169-177.

Narayana MV, et al. (1894). Reversible effects of sodium fluoride ingestion on spermatozoa of the rat.
International Journal of Fertility and Menopausal Studies. 39; 337-46,

Narayana MV, Chinoy NJ. (1894). Effect of fluoride on rat testicular steroidogenesis. Fluoride. 27: 7-12.
NHMRC (2007). National Mealth and Medical Research Council, A Systemaltic Review of the Efficacy
and Safety of Fluoridation,reference no. EH41, Australian Government, December 27, 2007.

National Research Council (1977). Drinking Water and Health, National Academy of Sciences,
Washington DC: National Academy Press, 1977, 388-89. National Research Council. (1993). Health
Effects of Ingested Fluoride. National Academy Press, Washington DC. National Sanitation Foundation
International (NSF). (2000)

National Research Council. {1993). Health Effects of Ingested Fluoride. National Academy Press,
Washington DC. National Sanitation Foundation International (NSF). (2000)

National Toxicology Pregram [NTP] (1990}, Toxicology and Carcinogenesis Studies of Sodium
Fluoride in F344/N Rats and B6C3f1 Mice. Technical report Series No. 383. NIk Publ, No 91-2848.
National Institute of Environmental Health Sciences, Research Triangle Park, N.C. The resulis of this study
are summarized in the Department of Health and Human Services report (DHHS,1981).

NRC (2008). National Research Council of the National Academies, Fluoride in Drinking Water: A

Scientific Review of EPA’s Standards. Washington, DC: National Academies Press.



Neelam, K, et al. (1987). Incidence of prevalence of infertility among married male members of endemic
fluorosis district of Andnra Pradesh. In: Abstract Proc Conf Int Soc for Fluoride Res. Nyon,
Switzerland.

O'Duffy JD, et al. (1986). Mechanism of acute lower extremity pain syndrome in flucride-treated osteoporotic
patients. American Journal of Medicine. 80: 561-6.

Olsson B. (1979). Dental findings in high-flucride areas in Ethiopia. Community Dentistry and Oral
Epidemiology. 7: 518,

Orcel P, et al. (1990). Stress fractures of the lower limbs in osteoporotic patients treated with

fluoride. Journal of Bone and Mineral Research. 5(Suppl 1) $191-4.

Ortiz-Perez D, et al. {2003). Fluoride-induced disruption of reproductive hormones in men. Environmental
Research 93:20-30.

Paul V, et al. (1998). Effects of sodium fluoride on locometor behavior and a few biochemical parameters in
rats. Environmental Toxicology and Pharmacology. 6: 187-191.

Pendrys DG, Katz RV. (1998). Risk factors for enamel fluorosis in optimally fluoridated children born after the
US manufacturers’ decision to reduce the fluoride concentration of infant formula. American Journal

of Epidemiology 148:967-74,

Pinkham, JR, ed. (1999). Pediatric Dentistry Infancy Through Adolescence. 3rd Edition. WB
Saunders Co, Philadelphia,

Poureslami HR, et al. (2011). Intelligence guotient of 7 to @ year-old children from an area with high fluoride in
drinking water. Journal of Dentistry and Oral Hygiene 3(4):61-64,

Public Health Service (PHS). (19893). Toward improving the oral health of Americans: an overview of oral
health status, resources, and care delivery. Public Health Reports. 108: 857-72.

Retief DH, et al. (1979). Relationships among fluoride concentration in enamel, degree of fluorosis and caries
incidence in a community residing in a high flucride area. Journal of Oral Pathology. & 224-36.

Riggs BL, et al. (1990), Effect of Fluoride treatment on the Fracture Rates in Postmenocpausal Wornen with
Ostecporosis. New England Journal of Medicine 322; 802-809.

Rocha-Amador D et al. (2009). Use of the Rey-Osterrieth Complex Figure Test for neurotoxicity evaluation of
mixtures in children. Neurotoxicology 30(6):1149-54.

Rozier RG. (1999). The prevalence and severity of enamel fluorosis in North American children. Journal of
Public Health Dentistry.59: 239-46.

Sawan RMM et al. (2010} Fluoride Increases Lead Concentrations in Whole Blood and in Calcified Tissues
from Lead-Exposed Rats. Toxicofogy. 271 1-2: 21-26.

Schlesinger ER et al. (1956) Newburgh-Kingston Caries-Fluorine Study. XIil, Pediatric Findings After Ten

Years,” Journal of the American Dental Association. 52 (3):296-306.



Schnitzler CM, et al. (1990). Bone fragility of the peripheral skeleton during fluoride therapy for

osteoporosis. Clinical Grthopaedics.(261): 268-75.

Seholle RH. (1984). Preserving the perfect tooth (editorial). Jourmal of the American Dental
Association. 108: 448.

Seow WK, Thomsett MJ. (1994). Dental fluorosis as a complication of hereditary diabetes insipidus: studies of

six affected patients. Pediatr Dent. 16(2):128-32.

Seppa L, et al. {2000). Caries trends 1992-98 in two low-fluoride Finnish towns formerly with and without
fluoride. Caries Research.34: 462-8.

Seraj B, et al. (2008). [Effect of high fluoride concentration in drinking water on children's intelligence]. [Study
in Persian} Journal of Dental Medicine 19(2):80-86.

Shao Q, et al. (2000). Influence of free radical inducer on the level of oxidative stress in brain of rats with
fluorosis.Zhonghua Yu Fang Yi Xue Za Zhi. 34(6):330-2,

Sharma R et al. (2008). Fluoride Induces Endopiasmic Reticulum Stress and Inhibits Protein Synthesis and
Secretion. Environ Health Perspect. 116:1142-1146.

Shashi A. {2003). Histopathological investigation of fluoride-induced neurotoxicity in rabhits. Fluoride. 3s:
95-105.

Shea JJ, et al. (1967). Allergy to fluoride. Annals of Alfergy. 25:388-91.

Sheth FJ, et al. (1994). Sister chromatid exchanges: A study in fluorotic individuals of North

Guijurat. Fluoride. 27: 215-219.

Shiboski CH, et al. (2003). The association of early childhood caries and race/ethnicity among California
preschoal children. Journal of Public Health Dentistry. 63:38-46.

Shivarajashankara YM , et al. (2002}, Brain lipid peroxidation and antioxidant systems of young rats in chronic
fluoride intoxication. Fiuoride. 35: 197-203.

Shivarajashankara YM , et al. {2002). Histological changes in the brain of young flucride-intoxicated

rats. Fluoride. 35:12-21.

Singh A, Jolly S8. {1970). Fluorides and Human Health. World Health Organization. pp 239-240.

Singh A, et al. (1963). Endemic fluorosis: epidemiological, clinical and biochemical study of chronic fluoride
intoxication in Punjab.Medicine. 42: 229-248.

Spencer AJ et al. (1896).Water Fluoridation in Australia. Community Dental Health. 13 (suppl. 2):27-37.
Spittle B. Flucride Fatigue: Is Fluoride in Your Drinking Water—and from Other Sources— Making You Sick?

(Dunedin, New Zealand: Paua Press, 2008).



Spittle B, &t al. {1998). Intelligence and fluoride exposure in New Zealand Children
(abstract). Fluoride 31:813
Sprando RL, et al. (1998). Testing the potential of sodium fluoride to affect spermatogenesis: a morphometric

study. Feod and Chemicat Toxicology. 36: 1117-24.

Sprando RL, et al. (1897). Testing the potential of sodium fluoride to affect spermatogenesis in the rat. Food
and Chemical Toxicology. 35: 881-90.

Sprando RL, et al. (1998). Effect of intratesticular injection of sodium fluoride on spermatogenesis. Food
and ChemicalToxicology. 34: 377-84.

Stannard JG, et al. {1991). Fluoride Levels and Fluoride Contamination of Fruit Juices. Jowrnal of Clinical
Pediatric Dentistry. 16: 38-40.

Stecher P, et al. (1960). The Merck Index of Chemicals and Drugs. Merck & Co., Inc, Rathway NJ.
p. 952

Strunecka A, Patocka J. {1989). Pharmacclogical and toxicological effects of aluminofluoride

complexes. Fluoride 32:230-242.

Sun ZR, et al. (2000). Effects of high fluoride drinking water on the cerebral functions of mice. Chinese
Journal of Epidemiology. 19 262-263.

Susheela AK. (1993). Prevalence of endemic fluorosis with gastrointestinal manifestations in people living in
some North-Indian villages. Fluoride. 26: 97-104.

Susheela AK and Jethanandani P {1996). Circulating testosterone levels in Skeletal Fluorosis

patients. Clinical Toxicology.34 {2 1-7.

Susheela AK, Kumar A. {1991). A study of the effect of high concentrations of fluoride on the reproductive
organs of malerabbits, using light and scanning electron microscopy. Journal of Reproductive

Fertility. 92: 353-60.

Sutton P. (1998). The Greatest Fraud: Fluoridation. Lome, Australia: Kurunda Pty, Ltd.

Sutton P. {1960). Fluoridation: Errors and Omissions in Experimental Trials. Melbourne
University Press. Second Edition.

Sutton, P. (1958). Fluoridation: Errors and Omissions in Experimental Trials. Melbourne
University Press. First Edition.

Teotia M, et al. (1928). Endemic chronic flucride toxicity and dietary calcium deficiency interaction syndromes
of metabolic bone disease and deformities in India: year 2000. Indian Journal of Pedialrics. 65 371-81.
Teotia SPS, et al. (1976). Symposium on the non-skeletal phase of chronic flucrosis: The Joints. Fluoride. o

18-24,



Tsutsui T, Suzuki N, Ohmori M, Maizumi H. {1984). Cytotoxicity, chromosome aberrations and unscheduled
DNA synthesis in cultured human diploid fibroblasts induced by sodium fiuoride. Mutation

Research. 139:193-8.

Tye CE et al. (2011). Fluoride Does not Inhibit Enamel Protease Activity. J Dent Res. 90(4); 489-494.
U.S. EPA (2011). EPA and HHS Announce New Scientific Assessments and Actions on Fluoride / Agencies
working together to maintain benefits of preventing tooth decay white preventing excessive exposure. Joint

press release with DHHS, Jan 7, 2011.

Varner JA et al. (1898). Chronic Administration of Aluminum-Fiuoride or Sodium-Fluoride o Rats in Drinking
Water;Alterations in Neuronal and Cerebrovascular Integrity. Brain Research. 78 (1-2); 284-98.
Waldbott GL, et al. (1978). Fluoridation: The Great Dilemma. Coronado Press, Inc., Lawrence,
Kansas.

Waldbott GL. (1985}, A Struggle with Titans. Carlton Press, NY.

Wang C, et al. (2000). Treatment Ctemicals contribute to Arsenic Levels. Opflow, (Journal of the American
Water Works Association. Ccteber 2000.

Wang Y, et al. (1997). Changes of coenzyme Q content in brain tissues of rats with fluorosis. Zhonghua Yu
Fang Yi Xue Za Zhi. 31: 330-3.

Wang X, et al. (2001). Effects of high iodine and high fluorine on children's intelligence and thyroid

function. Chinese Joutnal of Endemiology 20(4):288-90.

Warren JJ et al. (2009). Considerations on Optimal Fluoride Intake Using Dental Fluorosis and Dental Caries
Outcomes — A Lengitudinal Study. Journal of Public Health Dentistry. 69 (2). 111-15.

WHO (Onling). WHO Oral Health Country/Area Profile Programme. Department of Noncommunicable

Diseases Surveillance/Cral Health. WHO Collaborating Centre, Malmd University, Sweden.

Williams JE, et al. (1990). Community water flucride levels, preschool dietary patterns, and the occurrence of
flucride enamel opacities. Joumal of Public Health Dentistry. 50: 276-81.

Wu DQ, Wu Y. (1995), Micronucleus and sister chromatid exchange frequency in endemic

fluorosis. Fluoride. 28: 125-127.

Xiang Q, et al. (2003a). Effect of fluoride in drinking water on chitdren's intelligence. Fluoride. 36: 84-94.
Xiang Q. (2003b). Blood lead of children in Warmniao-Xinhuai intelligence study. Fluoride. 36: 138.

Xu'Y, et al. (1994). The effect of fluorine on the level of intelligence in children. Endemic Diseases
Bulletin ¢(2):83-84.

Yang Y, et al. (1994). The effects of high levels of fluoride and jodine on intellectual abilily and the metabolism
of fluoride and iodine. Chinese Journal of Epidemiology 15(4):296-98 (republished in Fluoride 2008;

41:336-339).



Yao Y, et al. (1997). Comparative assessment of the physical and mental development of children in endemic
fluorosis area with water improvement and without water improvement, Literature and Information on
Preventive Medicine 3(1):42-43.

Yao Y, et al. (1996). Analysis on TSH and intelligence level of children with dental Fluorosis in a high fluoride
area. Literature and Information on Preventive Medicine 2{1).26-27.

YuY et al. (1996} Neurotransmitter and receptor changes in the brains of fetuses from areas of endemic
fluorosis, Chinesed Endemioclogy 15: 257-25¢ (republished in Fluoride 41(2):134-8).

Zakrzewska M, et al. (2002). In vitro influence of sodium ftuoride on ram semen quality and enzyme
activities. Fltoride.35: 153-160.

Zhang, R., et al. {2009). A stable and sensitive testing system for potential carcinogens based on DNA
damage-induced gene expression in human HepG2 cell. Toxicology in Vitro. 23:158-165.

Zhang Z, et al. (2001). [Effects of selenium on the damage of leaming-memory ability of mice induced by
fluoride], Wei Sheng Yan Jiu.30: 144-6,

Zhang Z, ef al. (1999). [Effect of fluoride exposure on synaptic structure of brain areas related to learing-
memory in mice] [Article in Chinese]. Wei Sheng Yan Jiu. 28:210-2.

Zhzo ZL, et al. (1995). The influence of fluoride on the content of testosterone and cholesterol in

rat. Auoride. 28: 128-130.

Zisgelbecker R. (1970). A critical review on the fluorine caries problem. Fluaride. 3: 71-79.

Ziegelbecker R, (1981). Fluoridated Water and Teeth. Fluoride. 14 (3). 123-28.

Zhai JX, et al. (2003). Studies on fluoride concentration and cholinesterase activity in rat

hippocampus. Zhonghua Lao Dong Wei Sheng Zhi Ye Bing Za Zhi. 21: 102-4.

Zhao XL, Wu JH. (1998}, Actions of sodium fluoride on acetylcholinesterase activities in rats. Biomedical
and Environmental Sciences. 11: 16

Zhao LB, et al (1996). Effect of high-fluoride water supply on children's intelligence. Fluoride. 29: 190-192.



