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Hon Dr Jonathan Coleman {iinister of Health)

Fluoride in drinking water: Urgent amendment fo Medicines Regulations 1934 proposed

Background and rationale for an urgent amendment o
< AN
1. The Crown has recently been involved in two court proceedm@s m'\/rolvmg at’tempts by\ihe
same litigant to prevent fluoridation of public water supplles S v Ny o e
J‘“ . " \\4 \‘\ / x/
a. New Healfh Inc v South Taranaki Dfsmct Counc.'i (Attorney General was an mtervemng

e

upholding the legal bas is for fluoridation, fnciﬁqlngéhé finding that Qreﬂnsmn of fluoride in
drinking water was not mass medlcatlon Thaf appeat ha;\si been st down for 12 March
2015 \ NN S -
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b. New Healilr Incv Aftomey—Ge:?e[a! (H[gh Court, We hng’fori) New Health sought
declarations that the Ministry take steps to ensure i‘hat flioride compounds are approved
as medicines before they can b@sup‘phed for. use\m ﬂuondax!ng waier. The Court
dismissed New Hesalth’s a(ppllcaizon/ﬁnd)ng rhat {he fluoride campounds are not
medicines at the conceptratzons used i drmkmg water. The ;uclge went on to
recommend that to- pr,cwzde nore lé ‘g{s anty, the Ministry pursiie an amendment
to the Medicines’ i@egulaﬁons to,exemjj" t these fluoride compounds from the
definition of med:cme When: they ‘are-used to fluoridate watst.
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2. The Court of A’Qpeal ia & ¢ rou;‘n leave to vacate the fixture set down for 12 March
20151, by 8 February the Crown 151 a position to satisfy the Court that the recommerided
regt.ia’uon chaqge will ba lmptnmemed This would have the effect of rendering the appeal
moot, ar@ tcgme that would.save considerable legal costs for the Crown and free up
valuabje Codrt time for Uthep‘f"xtures Officials consider that such an amendment could be
su-:miem\tly progr,essed\by 8 February if the streamlined process desciibed in paragraphs 3 to
5is adopteci ;

Proposed actxen and tammg

3. Sec‘;mn\’l 05(1)(1) of the Medicines Act 1981 (the Ac’i) allows for the making of regulations {o
speglfy tha\‘c a substance or class of substance is not @ medicine. Following receipt of the
Judgement in New Health Inc v Attorney-General, Crown Law has recommerided’ that'an
urgent amendment be made to the Medicines Regulations 1884 1o prowde legal clarity that
fluoride when added to public drinking water is ot a medicine.

4.  This is & technically simple amendment that does not involve a change in policy in view of
the recent High Court decisicns. 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 Cotnsel for the new regulatton to be
drafted without first taking the issue to Cabinet.
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i you agree to this approach officials wouid issue a consultation document in early
December and, af the same time issue drafling instructions to the Ofiice of Parliamentary
Counsel so that consultation and drafiing can occur in parallel. This would enable the
analysis of submissions to be compleied by the end of January 2015 and a paper seeking
fegislation 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 to pravide early legal certainty. It should then be possible
to have the rigW regulation come into farce by the éndof Febryary 2015

Consultation

B.

a)

b)

c)

Acting Group l‘\ﬁanager \Medsafé

Before making or amendxng a regutaiion, the Act requires that ‘her be consuitationw[th
organisations or bodiss that appear to be representative of person:\s‘#(e]y ! be ntlaIEy
affected by the regulation. For this regulation change, the Miniét uild consul Ioc:ai
bodies and with the [awyers feprasenting the parties fo the i cemt\ tegéuon and\ ko) oefthe
consultation document on its website. Given the narrOW@sope of, the propo! a‘dwamendment
Crown Law has advised that a five week consultation penod\}s@uld be ppropﬂate
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The Minisiry recommends that you: W N9}
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Accept the Crown Law recommendation 14 pro

g jt/@ss an urge f amendment to @i No
the Medicines Regulations 1984 fo prowd\aiaggl Clarity that fJua}[de when
added to public drinking water is nota m\d:\;ne

Agree that given the limited and techmcaifnatur da&bposed amendment es/No
it will not be necessary 1o see&hqn‘mal Caer \d c\)!o’n {c progress the ;
proposed amendmeént. /

“\/ .
Agree that officials mag/{mn a{i”‘ n the propgfgd amendmeri and issus @ I No
drafting Instructions 0, ’Ehe fo 1Ce of Parﬂanﬁen’sary Counsel,

Note that officig (s}AmH\prowde you w:ﬂn*a éabsnel Legislation Commitiee paper @s I'No
in laLe,Janua 2@13 amd a repo?t\o\t@pe oufcome of consulfation. '

Ministet’s sighature
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Ministry qfrHéaEt@ confacis
LR Ny

Dr Susan Maitihdale - | Dennis Shum

Principat Advisor Regulation, Medsafe Senior Solicitor, Corporate Services, Healih Legal
Phone 04 819 6892 Phone 04 816 2139

Ceilphone ‘ Celiphone

Minisier’s feedback on guality of report

Very peor (1) ] Poor (2) ] Neutral (3) l Good {4} E Very good (5) !
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