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Hon Dr Jonathan Coleman (Minister of Health) .ﬁm

Fiuoride in drinking water: Urgent amendment to Medicines Regulations 1384 proposed
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Background and rationale for an urgent amendment - (/\\\
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1. The Crown has recently been involved in two court proceedingis}gngql\ﬁng attemipts [:);(\/the

iy
i
’

AN A\
a. NewHealth Inc v South Taranaki District Council { (Att\c;ifr-"i@y\-/Gene{\all was‘an intervening
party in the High Court). New Health has now gppealed the High-Court decision
upholding the legal basis for fluoridation, ineluding the findi/n;g;;tha:\‘t‘i provision of fluoride in
drinking water was not mass medication,lbéf\a;ip“eal h(as"\be‘eh sét down for 12 March

2015 e\ ™ K;Nﬁ)
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same litigant to prevent fluoridation of public water SUppEi_¢§”§\«§)/“Q/>“'/

b.  New Health Incv Attorne%Genegé\i?QEliﬁﬁiC’éurt, Wé\‘iljjngfdh)./ New Health sought
declarations that the Ministry take steps to enSL\’J\re\ ﬂjét‘“leoride compounds are approved
as medicines before they can be supplied f nhussé}inﬁjﬂuoridating water. The Court

dismissed New Health's application;, finding.th at the fluoride compounds are not
medicines at the conc: /nt-f?ti\éns used in@%\ﬁiﬁibg water. The judge went on to
a

recommend that tq<§1@7i‘dg~more,|;é§“\l_\ (‘ljgi}fty, the Ministry pursue an amendment
to the Med_icin_eﬁegy@?on_s ;g;;éﬁé@it'fheis’e fluoride compounds from the
definition of medicirigwhen

héy dre tsed to fluoridate water.
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2. The Court of A’}géﬂa\\liggf giventhg

i

Rpeakh @Fo i leave to vacate the fixiure set down for 12 March
2015 if, by iﬁkFe'i:z(q,gffﬁ? the Crown'ig-in a position to satisfy the Court that the recommended
regulation’change will be\j-ir\npleméhted. This would have the effect of rendering the appeal
moot, an ﬁtc‘jrﬁe tha\tggvgj‘;ﬂg\s/'éve considerable legal costs for the Crown and free up
valug‘@%Q\ ft tim%fpfﬁthép‘flxtures. Officials consider that such an amendment could be
sufficieinyy- progr; Kssed%y 6 February if the streamlined process described in paragraphs 3 to
5 is adopted.
opesa s e
roposed actionand timing
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3. Section105(1)(i) of the Medicines Act 1981 (the Act) ailows for the making of regulations fo
specify that'a substance or class of substance is not a medicine. Following receipt of the
judgérﬁéﬁt in New Health inc v Attorney-General, Crown Law has recommendad that an

urgent amendment be made to the Medicines Regulations 1984 to provide legal clarity that
fluoride when added to public drinking water is not a medicine.

4, This is a technically simple amendment that does not involve a change in policy in view of
the recent High Court decisions. For this reason, and to move with urgency, officials are
seeking your approval to consult on the proposed regulation change (see paragraph 5 below)
and to issue drafting instructions to Parliamentary Counsel for the new regutation to be
drafted without first taking the issue to Cabinet.
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If you agree to this approach officials wouid issue a consultation document in early
December and, at the same time issue drafting instructions to the Office of Parliamentary
Counse! so that consultation and drafting can occur in parallel. This would enable the
analysis of submissions to be completed by the end of January 2015 and a paper seeking
Legislation Committee approval for the regulation change to be considered around 6
February. At that time officials recommend seeking a waiver of the 28 day rule on the
grounds that it would be beneficial o provide early legal certainty. It should then be possible

to have the new regulation come into force by the end of February 2015.

Consuliation

6.

The Ministry recommends that you:

a)

b}

“Chris /ames ‘ N
Acting Group Manager, Medsafe

Before making or amending a regulation, the Act requires that therqbe consultation. with
organisations or bodies that appear to be representative of persons likely to be subs’tant:ally
affected by the regulation. For this regulation change, the Ministry- would consult with local
bodies and with the lawyers representing the parties to the recent Iltlgatlon and placethe
consultation document on its website. Given the narrow scope of tHe proposed amendment,
Crown Law has advised that a five week consultatlon perlod WOqu be approprlate

Accept the Crown Law recommendation to’ progress an urgent\a\n‘i:endment fo
the Medicines Regulations 1984 to provxdejegal clarlty that ﬂuorlde when
added to public drinking water is not.a medlcme :

Agree that given the limited and techmcal nature: of the proposed amendment
it will not be necessary to seekan lmtzai Cabinet: decssaen to progress the
proposed amendment. ./:..?\ )/ o

Agree that officials may eonsult on the probosed amendment and issue
drafting instructions to the eﬁ' ce of Parhamentary Counsel.

Note that officials w13l provrde you w:th a Cabmet Legislation Committee paper

in ]ate/z;lanua @15 and a report on the outcome of consultation.

Ministei’s sighature

Clinlcal Leadershlp, Bro’tectlon & Regulation Date /ﬁ / “‘f‘
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Ministry of Health contacts
Dr Susan Mart Jdale Dennis Shum
Principal Advisor Regulation, Medsafe Senior Solicitor, Corporate Services, Health Legal
Phone 04 819 6892 Phone 04 816 2139
Cellphone Cellphone

linister's feedback on guality of report

Very poar (1) 1 Poor (2) ! wNeutral {3) | Good (4) l Very good (5) ]

END,

"Pagez of 2



