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Therapeutic Products Regulation Paper 1: Context and Overview 

Proposal ~ 

1 That Cabinet agree the objectives for a new comprehensiv~,<1J~ctive r~latocy 
regime for therapeutic products in New Zealand and ho7<~-Wi~. !{e ac~~~he new 
regime will replace the Medicines Act 1981. v~ ~"' 

Executive Summary ~ ~ 
2 Medicines, medical devices, and cell and tis~;;s (~~~ereof) are 

3 

collectively known as therapeutic products ~")e.y aim ~~,af/f)revent ill health in 
humans. All developed countries reg~~produ~~~s's their lifespan to ensure, 
as far as possible, that the benefits o~~uge outwe~~'rfsks. 

4 

Si,nce the early 1990s there have ~~e.mpts--t~ss problem~ and weakn.esses 
with New Zealand's regulator~.g-1.(lle and ~e~~~\~ concurrent with announcing the 
cessation of work on AustJ,:.s· la tiJ; Zeal~' er~eutic Products Agency (ANZTPA), I 
announced that work w2 -u1 ·:3 , ence ~I · comprehensive regime to replace the 
Medicines Act 1981 a~ .,. ulatio~,"'-J 

A Therapeutic_~Jd~~~o r~~replace the Medicines Act 1981 has priority 6 on 
the Governmer~!Le lslation ~C~~~me [CAB Min (15) 5/7 refers]. Advice in this paper, 
the compa91~a~ Therapeut~Yoducts Regulation: Paper 2 Proposals for a 
Therapel.{~~r¥cts Bi//~~rther advice in March 2016 will enable drafting of the Bill. 

5 

It is pr~~~~tftat an e~sD·K.EVdraft of the Bill be released for consultation during 2016, 
follow~:::ifi{rod~~~ House in late 2016 and passage in 2017. 

The new reg~· )~~~~designed to meet the needs of the health and disability support 
sector no~ ,~t~the future, to give effect to Government's expectations for regulatory 
systems ~~2, r dful of the global settings for therapeutic products. Reflecting this 
contex-~\~ectives for the regime are that it: 

5.1 ~U expectations of risk management and assurance of acceptable safety 

5.2 results in efficient and cost effective regulation 

5.3 is flexible, durable, up-to-date, and easy to use 

5.4 ensures high-quality, robust and accountable decision-making 

5.5 is able to sustain capable regulatory capacity 

5.6 supports New Zealand trade and economic objectives 
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5. 7 is trusted and respected 

5.8 supports consumer access and individual responsibility for care. 

6 These objectives will be best met by: 

7 

6.1 regulatory requirements that are consistent with international approaches and 
effectively administered 

6.2 a regulator that can exercise regulatory powers effectively, is accountable, and that 
can engage internationally 

6.3 an enabling legislative framework that can be readily ma~· . ained and up~~d . 

A challenge to designing such a regime is ensuring sustainas l ~latory ~a~into 
the future and all opportunities should be taken to suppo~~~~tY devel0~and 
retention, while not unduly compromising other object~ ~ 1'Q;is involve~0io~xample, 
implementing a mixed model for pre-market asse2~ent IJ:ere the(t~gula~r is able to do 

Back:~::::essments, partial assessments, and~re~e :~egulators 

8 Therapeutic products are used for hu~ ~ ther Q~hlpose . 1 Currently they can 
be grouped into the broad categorie~"t--0 1::1.t; elow. \5 

8.1 Medicines (including blood ana, b1 I od pr~ct_~ ork primarily through 
pharmacological, imm t,!q_~1ol~ ical or m~:@j~O~Ffleans . They comprise substances 
that interact with hup:(;\~ iolog~ ~l\~holog ica l processes and there may be 
a narrow margin ~e~~ e am~tfn' fG(~:0 ired to produce a therapeuti c effect and 
the amount that~~ a t~~;( 

8.2 Medical~~rk pr~ough physical and electrical/electronic means 
and incl , 'e · · Ja~t rang~~~aratus, instruments and appliances from tongue 
dep5e~Qrs <l' ba~ages ~implantable devices such as pace makers , diagnostic 
to~~~re , r bot~gery machines , MRI scanners , and in-vitro diagnostics. 

8.3 ~~ti~. ,~:\:>ra ies are derived from living cells and tissues of human or 
~~al orig1q anti · elude products such as skin grafts , ligaments, demineralised 

9 

bone ~a~~ dental-pulp derived stem cells . 

There a~~~ybrids which combine these product types . For example, a metal stent 
coat~~~~ matrix and endothelial cells is a medical device-cell and tissue hybrid , and a 
coro~e· t with a heparin coating is a medicine-medical device hybrid. 

10 Therapeutic products are not ordinary goods of commerce and can present serious risks 
of harm, especially if used inappropriately. All developed countries , including New 
Zealand, recognise that assuring the safety of therapeutic products is fundamental to the 
delivery of high quality health and disability support services (public and private) and to 
avoid diversion into illicit uses. United Nations member countries take their lead from the 
World Health Organization 's framework and regulate to control the manufacturing chain , 

1 
Internationally, therapeutic purpose means actions such as treating, preventing, monitoring or diagnosing a disease or condition, 

modifying a phys iologica l process, testing for a disease or condition, investigating, replacing or modifying parts of the human anatomy, 
influencing, controlling, preventing pregnancy. 
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12 

13 

distribution chain, promotion/advertising, pre-market evaluation and approval, post-market 
surveillance and access.2 

There is rapid development of new products. Nanotechnology, information technology, 
and gene technology are examples of drivers of this development. It is expected that the 
numbers of technologically advanced medicines, medical devices and cell and tissue 
therapies, hybrid products, and new categories of product will continue to grow. These 
developments are challenging the capacity and currency of regulatory systems globally. 

The key problems New Zealand faces are: 

12.1 The Medicines Act 1981 and its Regulations are no longer fit-for-purpose. 

12.1.1 They are dated and inflexible, reflecting policy a~islative ~f the 
late 1970s when the types of products requi9i~<;r~~ion w~~i~er, 
industry was often locally-based, and it w~u~ ·81~ set o~~L-ed 
processes in primary legislation. "' ~ \) . 

12.1 .2 There are significant gaps in cove~'~h_,ere is n~~ge of cell and 
tissue therapies that are not con(~~edicin~N~~medical devices are 
not fully regulated . The num~~~'S?~omp~·~,i~ ~QfJ_J)ese products is 
growing and New Zealand ~m,_0~g to ce8~~"S~feconomic I clinical I 
commercial assessment{w-io.Qtls,ation \t~<01rement of medical devices 
underPHARMAC. A~ ~~ ~ 

12.1 .3 The prescriptiv~~e M~ct 1981 prevents regulatory 
efficiencies. ~ ~ 

12.1.4 Cell and )if:~api'2>~ ~ ';raded without a Ministerial approval 
and ~ a re_s~tMere i~~e:c~anism to obtain an approval making it 
diffic t\31~-Q'itima~~~ts to come to market. 

12.2 Difficul ie~ nsuring ~1) 1%tory capacity and flexibility into the future for the pre­
ma~j;f se s ent ~~n~~~· ive new products (such as those using 
nan~ology).~~ 

12.3 ~dicin~~~8~ places many core regulatory powers with the Minister of 
Hea'i'th w~·~ are ercised under delegation. This model does not enable an easy 
separ8J,i:sJn,_'-1 . t._e-en performance and monitoring, and it also makes the Minister 
res«~ 0 technical decisions that have significant impacts on private interests . 

Succ~~si~:~vernments have sought to address problems with New Zealand's regulatory 
regim . . mestic reform in the 1990s was overtaken by the initiative to establish a joint 
regulato -· ith Australia (ANZTPA). The ANZTPA 3 initiative began in the late 1990s, 
faltered in 2007, was revived in 2011 and was then reviewed in 2014. In November 2014 
my Australian counterpart and I and announced the cessation of efforts to establish 
ANZTPA. At that time I also announced that New Zealand would now develop its own 
comprehensive domestic regulatory regime that covers medicines, medical devices and 
cell and tissue therapies [CAB Min (14) 36/22 refers]. 

2 
http ://apps. who. i nt!medicinedocs/pdf/s2283e/s2283e. pdf. 

3 
Australia New Zealand Therapeutic Products Agency 

3 
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14 The extent of the changes needed to give effect to new policy settings and the difficulty of 
attempting to amend the Medicines Act 1981 point to repealing and replacing it with a new 
Act. This has also been the view of the Parliamentary Counsel Office during previous 
attempts at domestic reform and remains its view. A Therapeutic Products Bill has Priority 
6 on the Government's Legislative Programme. Priority 6 is that drafting instructions are 
issued to the Parliamentary Counsel Office this year [CAB Min (15) 5/7 refers]. 

15 Advice on the new regime will be provided to Cabinet in three tranches: 

15.1 contextual overview and objectives - contained in this paper 

15.2 proposals for the key elements of the new legislation with a view to draftin~ 
instructions being issued - contained in the accompanyi , paper: The~c;(ef!!_Uc 
Products Regulation: Paper 2 Proposals for a Therape t G/ f?roducts Bf15 ~ 

15.3 proposals for other matters required for the legisl_9't!2,"(fci e rep6'! e ~~abinet by 
March 2016. This paper will cover prescribing, di'§fie~siAg and ad~ i~ation, 
clinical trial arrangements, the detail of the !troRos_ed'0ffence~d p nalties 
provisions, the proposed form of the reiu(~~other m~\) 

16 It is intended that the Bill be introduced in J<tt~~~for~~~ring 2017. In order 
that the Bill is robust and well understoo~~y~ ehold it ~~mmended that an 
exposure draft is released for consult~[e~~f0 e int~odl:!cli «:_9. Stakeholders will be 
particularly interested in the propose~l"c~~nt of t{'· t~j&tative instruments that would sit 
beneath the new Act and a descriSJion af'the polic '-~ contained in these instruments 
should accompany the exposure dr~ . 

17 Concurrent with develop~~ ri!.ip:r~ et has agreed to the drafting of a 
Statutes Repeal Bill t~~t> inC<l'Lt~S re~ ll·~~~;~ons of the Medicines Act 1981 that 
were introduced throu~lf-#\e"l\/1 edici~~ 'mendment Act 2013. These provisions have a 
default commence~-t-ct:a'.te of 1 ~~17 and, with the development of the new regime, 
it is no longer R~s{(rtor d~~e))r them to come into force [EGl-15-MIN-0027 
refers] . Th~r~~~_rri~ leadin'g~~k on this Bill and is currently seeking feedback on an 
exposure - ~~tKe Bill~ /> 

Context · · 1> ~ ives o~ regime 

lifespan of ~Ci -~&. hese controls are supported by compliance and enforcement 
powers afl e;6>uir-&ments and systems to monitor the use of products and to respond to 
any safetv ~rns . These arrangements are aimed at ensuring that the benefits of 
usin~~f:Q'<· -~ts as intended outweigh the risks of harm, that products are high quality 
throu o~ their lifespan (ie, they do not degrade or fail), are traceable, appropriately used 
and ac -ompanied by good information about thei r use. 

19 This type of regime is proposed for New Zealand with the objectives that it: 

19.1 meets expectations of risk management and assurance of acceptable safety 

19.2 results in efficient and cost effective regulation 

19.3 is flexible , durable, up-to-date, and easy to use 

4 
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19.4 ensures high-quality, robust and accountable decision-making 

19.5 is able to sustain capable regulatory capacity 

19.6 supports New Zealand trade and economic objectives 

19.7 is trusted and respected 

19.8 supports consumer access and individual responsibility for care. 

These objectives have been derived from an analysis of the broader context in which the 
regime will sit. That is: 

20.1 the need of the health and disability support sector no~z into the f~. t~t~ have 
a regime that protects health and safety while suppo~J ~ges in ((le WR.YS 
services are delivered and health practitioners ~~~ ~ 

20.2 the Government's increased focus on the (<J~ tle"'ward~d\t;'a~tenance of 
regulatory systems; and /)~ ""-/ ~ 

20.3 the international arena. ~~ ~~ 
In designing proposals for the regime;,(~~· le us~~n made of the 
Productivity Commission 's report on ~gpjat.o y lnstit~tto/1~~d Practices (2014) 
alongside the Government Statem~t on\R:egulato~~;ardship and correspondence 
from Business Growth Agenda Minis~to reg~~~tlout international settings and 
participation in the internatio~a (26 ~~ 

The international arena OO~sidera~'li~e on the design of the new regime and 
it is critical that New zlAf"~d:is respcz~~~fhese settings. Therapeutic products are , 
~or the l~rge part, gl~~~~moditi~'~d reg~lation in developed countries is g~ided by 
1nternat1onal st~'~(\s<fur'the !ecy-~a>quallty of products . Developed countries also 
have formal ana~~BI oblig , ~n respect of global safety concerns (eg counterfeit 
products). )f}tec._na)jo·nally, ~gulat ;s are looking for ways to respond to regulatory 
challeng~p~~s cap c~y~;straints driven by innovative products, increasingly 
comp~~~fchains ~g. '. roduct may have components from many sources or supply 
may b~·QY ste~~\xed from manufacture), and the desire for continued efficiencies. 

Achieving th<(~~ requires: 

23 . 1 reg.~~~~requirements that are consistent with international approaches and 
r(f~~~y administered 

23.2 ~~lator that can exercise regulatory powers effectively, is accountable, and that 
can engage internationally 

23.3 an enabling legislative framework that can be readily maintained and updated. 

24 A central challenge to putting this type of regime in place is ensuring sufficient regulatory 
capacity. One of the main gains of ANZTPA for New Zealand was the potential to 
address capacity constraints. With that initiative off the table, all opportunities to build and 
sustain capacity need to be taken in the design of the new regime while not unduly 
compromising other objectives . 

5 
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Regulatory requirements 

25 

26 

As noted, there are international standards and frameworks for the regulation of 
products4

. Standards have been adopted internationally to facilitate the preparation of 
dossiers for pharmaceuticals by industry for assessment by regulators. There are similar 
standards for medical devices and emerging norms for cell and tissue therapies. New 
Zealand should align with these international norms (as we do now to the extent possible 
under the Medicines Act 1981 ). There will also need to be local standards for matters 
usually covered domestically, such as product labelling and product classification. 

Using these standards will support efficiency and will go some~ay to assistin~ith 
capacity challenges. Maintaining capacity to assess an ind.~~ · .1 g oduct ii1:9~· i 0s~he 
standards remains and it is worth commenting on whethe~~ . aland s~~~~))1 aintain 
a full-service regulator for medicines (ie, one that is abJS'~Hl l pre-~~ 
assessments). It is proposed that it is in our best inte fest~~~o so<:"' and\tc(cil~o enable 
and expect the regulator to make use of the work!(~ve rse s re~~Q.[S ~here sensible. 
While possibly, prima facie, attractive, a regul~Jry~~§J-QJ1e th~-is eaV.fy or completely 
weighted toward simple recognition of oversea~~c;ivals w· roof ~ in New Zealand's 
interests as it risks compromising: ~ ~ ~~ "'-J 

26.1 international reputation and c~~s a ~~~Id country - there would be 
reputational damage from bein~~ as a f\~,:3-'r{g)r. In addition , the World Health 
Organization specially urges~~_!Pped~u~'~\to have developed regulatory 
systems rather than re~~~thers . W("~.:..~~I~ unlike ly to be able to meet our 
international obligati~~ation to ~~'tng counterfeit products5

. 

26.2 longer-term cam'C@sus,tp~ty - our ability to attract and retain staff with 
suitable skill s tS--te-aJtj m i nist~(fbf~·ifl ato ry regime would be limited. In turn this 
would ero~ ~ a' ·~city i-~~eyely ensure acceptable quality, efficacy and safety 
of therape~.9' , r-0ducts i .Q~ t=2:ealand . Th is would be particularly acute with 
:~;~~ar~~es (which would be more important under a recognition 

26 . 3~~~ we ~~~access products until they had been approved by one or 
'rn~other~"pti ·i~ns (New Zealand is first-in-world for some product applications, 
partlcu~a l~\);i_ps~ >eeking to be funded through the PHARMAC tender process), 
oversy~'S f.~roefa l s may also be more restrictive than considered necessary 
(p~eb :qy 1 respect of classification where New Zealand is more willing than other 
~s to move medicines from prescription to non-prescription status). There is 
'the difficulty of determining what decisions of overseas regulators would be 

nised as it is not uncommon for jurisdictions to make different decisions with 
respect to the same product- that is to approve (or not), set conditions, and revoke. 

26.4 ensuring acceptable quality, efficacy and safety - the regulator would be poorly 
placed to fulfil regulatory responsibilities for local matters (labelling , packaging , and 
potentially also classification) and respond to post-market safety concerns as there 

4 
Such as those promulgated by the International Conference of Harmonisation of Technical Requirements fo r Registration of 

Pharmaceuticals for Human Use, the Pharmaceutical Inspection Cooperation Scheme, and the International Medical Device Regulators 
Forum. 
5 

WHO Certifica tion Scheme on the Quality of Pharmaceutical Products Moving in International Commerce and WHO Guidelines fo r the 
Development of Measures to Combat Counterfeit Drugs (1999) . 
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29 

30 

31 

would have been no, or limited, scrutiny of data in New Zealand pre-market and thus 
light knowledge about the product. 

26.5 domestic industry - New Zealand has a small manufacturing capacity for all types 
of therapeutic product that may be disadvantaged by reliance on full recognition of 
overseas approvals. 

While a regime that is heavily or completely dependent on simple unilateral recognition is 
not desirable, unilateral recognition will have its place in the new regime and should be 
used judiciously. For example, when a highly innovative product first comes to the 
international market, New Zealand is unlikely to be able to assess this type of 'cutting 
edge' product and would need to recognise an approval from an.other jurisdictio~ ~t is 
worth noting that this type of recognition is currently prevented~· the Medicines~~ 
1981.) This is not ideal, but it is pragmatic; and is a conclusi , ~ reachftl:l>Y ~er 
small and medium therapeutic product regulators (includin@~~~1a). Ove~~~ as the 
'cutting edge' technology becomes established and the~~~Wonal kno~~-tfase 
develops New Zealand would develop capacity to asses~~<~~tial!¥._ asse,_SS)fhese 
products. International engagement in technica~\i~l~ry f6ru~1~{<-sf1aring, and 
staff development in overseas regulators are ex~.~S'-Of way0..-to ~el.Ql p capacity. 

It is also expected that the regulator will, a~doewq~ aspects of other 
regulator's work to inform its pre-market ~lQaj)dn of a pr~~'cu_including work sharing 
and harmonisation of processes). It ~, +~);¥ the \~~at self-certification (where the 
supplier declares to the regulator t~~'~" ~ements1'l~~been met and the regulator is 
able to audit to ensure compliance) m~ e app(\.-~~~r some low-risk products. 

For medical devices the inty~~I trend i~~~m full evaluation of a product by the 
regulator and toward the re~ja~ccre~~~~~ parties to undertake this process. The 
evaluations of third pa1_~~~ity IJ.'!6, , s~);nt Bodies are then assessed by regulators 
as required. This is( b§" Ear}Wean ~qefa d~s increasingly being adopted or actively 
considered by o~si rj~~"'e:Bons~.t.!g~lj;@ has recently signalled moves toward this 
model). This m~~m t is driv , ne challenge of government regulators maintaining 
the capacity~nd 10.,~ment re~o robustly assess this vast and complex group of 
product~. / · , a'.Pties ar~a.ple to specialise in assessing a particular type of medical 
device p r , · 1 ~ a pa~~a~ of standards and are thus better able to keep pace with 
rapid te<ll 110gical a~Y New Zealand should follow suit 

The choice of ais.~unilateral recognition, use of others work, or full assessment) 
would be d~~l\.~IJy the regulator and would depend on the nature of the therapeutic 
product af~j N"~k profile. For the majority of products the international standards for risk 
class~·fi~-~~ilPguide the choice of process. The accountability arrangements proposed 
for th . e ator in the companion paper provide the opportunity to ensure that the 
regula ~ sing the most efficient regulatory approach at any point in time. 

Capacity issues are not as pressing with respect to post-market and licensing activities . 

7 
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Regulator 

32 Decisions will be needed on who holds regulatory powers, what accountability 
arrangements sit around the exercise of those powers, and the form that the regulator 
takes. Advice on the first two of these is contained in the companion paper. That paper 
recommends that regulatory powers (and associated administrative powers) are held 
independent of the Minister of Health and that there be arrangements to ensure 
accountability for the exercise of powers. 

33 Proposals on the form of the regulator will be provided in March 2016. The options 
include the status quo, a Departmental Agency or a Crown Entity. The March paper will 
assess the benefits of the different models and give an indication of the likely size of the 
new regulator (a modest increase in size is expected, noting ~·tour regulatct.@ currently 
small by international norms). The March paper will recom '!(el ~RapproaptHa~g into 
account the extent to which the options support indepen~~ClE<_"Elsi-On-m~·n~ 
ac~~untability, maintaining capacity, a positive regula~;c~e, effec~n s·s and 
efficiency. "\> 

Legislative framework ;(' ~ ~ 
34 One of the key problems with the Medicin~~~~-8'1 i~~ ~failed to keep pace 

with changing regulatory practice and ty{)~Turoduct . m~n of the detail about 
products and the regulatory requirem~ontai~he primary statute. 

35 The Productivity Commission fou~te gyt_J~~o;;; the Legislation Advisory 
Committee, this problem is <;9~Q1 0n affi:l re2~~~~~'\icloss government are working with 
dated legislation. The Col}\~~i~p's anal)(~& ):R)>orts new regimes being developed 
with regulatory detail co~{c(i~1: . ~seco~i;ctj·ie~ regulator-made instruments and 
regulators being prov~d1, . ~bility ) c ~~ ~h~se instruments up to date. This is the 
approach that is recom~ ed fo~tf(e? w-.-~era~eutic products .regime. Paper t~o sets 
out ~he types of~~~~~R t wcz~\~nta1ned In each type of instrument following the 
basic approa~~ - ~~ ___,, 

35 .1 Prif!J~.islatio.~"should~et out the purpose of the statute, provide a set of 
~~n_<6 i6feMo set~h~').~~eters of the regulatory regime (and, importantly set 
\~~Wies f~~h~~¥e and development of subordinate legislative instruments), 
o~in thet;P'"ti~Melements of the regulatory regime, provide enforcement powers, 
anCf se~l.;!~~u tability arrangements. The principles would include concepts 
su~~ . rts.'k-proportionality, cost-effectiveness, impartiality, and appeals and 

35.~tions will conta in further detail on matters not appropriately dealt with in 
~!1ator-made instruments (such as fee-setting), matters to do with accountability 

(as these things will remain relatively stable and are not the jurisdiction of the 
regulator) and key elements of the regulatory regime that will remain relatively stable 
and which are significant to the design of the regulatory requirements. 

35.3 Regulator-made instruments with the force of law should contain the detail of the 
regulatory requirements and should be made by the regulator. These instruments 
should, if not already the case as a matter of law, be disallowable instruments and 
subject to review by the Regulations Review Committee. 
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New regime compared to the status quo 

36 The new regime would result in a modern, comprehensive and sustainable regulatory 
regime for therapeutic products and would draw to a close the uncertainty that has 
surrounded this area for nearly two decades. The key changes proposed in the new 
regime compared to the status quo are: 

36.1 Product coverage: medicines are currently regulated pre- and post-market and the 
changes for this sector are relatively small. Medical devices are subject to minimal 
regulatory controls and no fees currently. The change to full pre- and post-market 
regulation will be significant, as will any cost recovery. The medical devices industry 
recognises the need for regulation and is supportive of New Zealand follow)9g the 
international trend to use conformity assessment bodies.!'.P.1e sector will (J~~'-time 
for consultation on the detailed requirements and to adl.._~~r~~-!I regulr;t+on .~e cell 
and tissue sector is largely unregulated and the shift ~~)l~.gulation is~ficant. 
Paper 2 comments on transition arrangements a~~"<>~ engage~~ 

36.2 Regulatory powers: the proposal that regul9~ (a~ssopi~~adMinistrative 
powers) be held independent of the Ministfr)>o~~~lth isf~~§€drom the status 
quo (these powers are currently held by t fi.e~i i)!ster of , ~t~a:f;i d the Director­
General of Health6

) as is the proposa~WPec,9~~~fability arrangements 
for the regulator. These changes wl·~~~ the cuc;r~~p(?ctice whereby all 
regulatory powers are exercise~~~eleg~aio )(!_h e> Group Manager Medsafe 
and the Manager Medicines C~nt\~'N!) the Mi . t ~f'Health. The Minister currently 
holds administrative power to ~pRglpit advisorv,\~ , mittees on technical matters and 
the proposals would ch o/1'~e~hi~rran.gft~~, . he accoun~ability arrang~ment~ 
currently are those~,~~~ to the M(~Q - Health (eg f1nanc1al reporting) with 
voluntary provision ~"\¥iiion (~b approval times). 

36.3 Regulator: th~rs cuc._~93r~edsafe and Medicines Control within the 
Ministry of~~~. - ~o~p,os~~I~~ provided in March 2016 on the best option for 
the form o { e> r~g ulator i~-Mture . 

36.4 Leg!~~~ mew~~ as signalled, the shift to a lean, principles-based legislative 
~~'\011 ~~ant, and welcome, change from the status quo. 

Interfaces wrt'~er ~ 
37 The new reg)~~\iftterface with a number of other regulatory regimes and general 

legislative~~~orks, as the Medicines Act 1981 does now ( eg, Biosecurity Act, 
Agricult~ :5.6m.pounds and Veterinary Medicines Act, Fair Trading Act); these interfaces 
will b~kred as the new regime is developed. Key interfaces include those with the: 

37 .1 Hazardous Substances and New Organisms Act - currently medicines that 
contain new organisms require approval under HSNO as well as under the 
Medicines Act; officials will examine the impact of and need for two approval 
processes . Products may also contain ingredients banned under HSNO because of 
their environmental impact and provision may be needed to clarify that both 
ingredients and whole products can be banned as well. 

6 
The Minister holds powers in respect of new medicines (those that have not previously been available in New Zealand} and the 

Director-General of Health holds powers in respect of changes to med icines with approvals, clinical trials, activities (eg pharmacy 
licensing), and medical devices. 
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37.2 Food Act 2014 - this Act sets out the meaning of food under that Act and states 
that food does not include any substances used as medicines under the Medicines 
Act 1981. The new regime will not fundamentally change this arrangement. Any 
impacts on food regulation from broadening of the scope of the new regime from 
medicines to therapeutic products will be worked through with the Ministry of 
Primary Industries to ensure a consistent approach is taken to products at the 
interface between regimes. 

37.3 Natural Health Products Bill - care will be taken to ensure that there is clarity 
about the scope of the Natural Health Products Bill and the new Therapeutic 
Products regime. The Bill provides that a natural health product may not be, or 
contain, a scheduled medicine. It is proposed that the therapeutic product~ regulator 
must consult the Natural Health Products Authority befo;~heduling a~~ral 
substance as a prescription or pharmacy medicine. T~~SW,ely to ,b~nfe~st in 
reconsidering the status of existing scheduled medici.~~~5-fch faJ.lvJi·tQ_~e 
de~inition of natura1 substance (for exa~p1e, vita~t9~ a prescrfr;>.tf9n.'91 edicine at 
daily doses above 25 mcg). There are likely to be p'~9 uct~ t~~ co~{ci be sold as 
natural health products or medicines. The d~Eon of whic~~atd>ry scheme to sit 
under will be up to the person bringing t~~~~ to mark~~ 

37.4 Misuse of Drugs Act - controlled ~for1f<a~ purposes (eg, 
morphine for pain management) af;~ . 'lV · ted uni21,~fJJ the Misuse of Drugs Act 
and the Medicines Act. Medsa'\.'~s::;;e es co!t II~ arug products for approval as 
medicines as for any other ~<a,~~~but th8\,~ is .·§'of Drugs Act sets out the 
classification framewo:k for c~~l~d dr~g~~~ ements for im~ort and s~pply (~o 
protect the supply cha~~~. d1vers1o~f, 1-l~i.t> uses), and prescriber and d1spens1ng 
restrictions. The Mi ~sh,z:0 _)1ea lth r i . e Jthe current arrangements for the 
legitimate uses 2?: K¥ro l d drug~~l·\~this year and concluded a comprehensive 
review of the Mi~~e~ rugs/ Ac w~ot warranted at this time. It also concluded 
that there is ~e.Q! 1~ ~eviewi~~ 1suse of Drugs Regulations to integrate labelling 
and packa~in d\ieGµ2l 1remeots-IQ~'Gntrolled drugs with those for other therapeutic 
products<(<G.?:, t incon~~~-s are a legitimate cause of complaint from pharmacy 
and ~QUfu0f?rers) and p~~"'rfi acy re~uirement~ (ie, audit, stock :nanagement and 
P8(0"9>o~pply~ f ~s9f1pt1ons). This work will be done alongside the 

<~Y.ezQpjl'l ent of ~B ,~ate instruments for the therapeutic products regulatory 

~¥ ~ 
37.5 Humay)~~ct- this Act requires an exemption from the Minister of Health to 

trade~~ ~n tissue. The prohibition on trading is designed to prevent 
in~~R ~ate trade in body parts, but it creates an access issue as an exemption 

~
frn { e M inister is required where trade is legitimate. It is envisaged that the new 
~~ · p utic products regime would provide mechanism for exemption without the 

.e:.EY for additional Ministerial approval. 

Consultation 

38 The Government agencies consulted on this paper were: The Treasury; State Services 
Commission; Ministries of Business Innovation and Employment, Justice, Primary 
Industries, Environment, Women, Social Development; Te Puni Kokiri, PHARMAC; ACC; 
Health Quality and Safety Commission; Environmental Protection Authority; and New 
Zealand Customs. Agency views are reflected in this paper. Agencies will also be 
consulted on the March 2016 paper and the detail of interfaces with their areas of 
responsibility. 

10 
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39 The Government agencies informed about this paper were: The Department of Prime 
Minister and Cabinet. 

40 The Ministry of Health has processes in place for testing the proposals for the new regime 
with the regulated industry and health practitioners. These groups have also been well 
consulted on the issues through previous attempts at legislative reform. Industry's key 
interest is in the detail of the regulatory requirements and the cost recovery proposals. It 
is proposed that these are largely contained in regulations and regulator-made 
instruments and that policy proposals for these instruments should be available for 
consultation with industry at the same time as the exposure draft of the bill. 

Financial Implications 

40 There are no financial implications associated with this p~~ ~ 
Human Rights ~ v :::> 

41 
the New Zealand Bill of Rights Act 1990 and the ti - ~ight~~--- . 

Legislative Implications ~ ~~ 
42 This paper proposes the repeal and re~a~~ of the--.i\4._~'icyies Act 1981 and its 

regulations with a Therapeutic Produ&s~and as~~i~7(;f-...,S ubordinate instruments. 
This proposal has Priority 6 on the 'G,~~ment's LE\~·l?l~ive Programme and the 
companion paper seeks appr(~~ ~ble drafti~'\~t?ctions to Parliamentary Counsel 
consistent with this priority(?/,>~ ~ 

Regulatory Impact Analysi~ ~ /( ~ 
43 A regulatory i;,?~en~ ~d to Paper 2. 

Gender lmplication~~isability~~tive 

44 There ar~r im~ or disability issues associated with this paper. 

Publicity ~ r?~~ 
45 In Novem~br ~\~~ounced the cessation of efforts to establish ANZTPA and the 

commence · e·iJfo~ork on a new domestic regulato ry regime for therapeutic products . 
There is ~~':ci~ble interest in this initiative from the industry and health sector 
stake?~~~~ The Ministry of Health is engaging actively with interested parties and I 
propo\~ 1ng further announcements at the time the exposure draft is released for 
consultatie . 
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Recommendations 

The Minister of Health recommends that the Committee: 

1 

2 

3 

4 

5 

6 

7 

Note that in November 2014 the Minister of Health announced the cessation of work 
on a joint regulator with Australia (ANZTPA) and the commencement of work on a 
comprehensive domestic regulatory regime for therapeutic products covering 
medicines, medical devices and cell and tissue therapies [CAB Min (14) 36/22 
refers] 

Note that a Therapeutic Products Bill to repeal and replace the Medicines Act 1981 
Priority 6 on the Government's legislative programme (drafting instructionY>to be 
issued this. year) [CAB Min (1 ~) 5/7 refers] and that this 9fBer, and its. c~~anion . 
Therapeutic Products Regulation: Paper 2 Proposals ~{Wtygrapeut{f!:_~~~cts Bill 
will enable drafting instructions to be developed for t~<~t8ments ~Bill 

Note that the Minister of Health will report to s 4 ch 2 16 ~nge of other 
matters, including prescribing dispensing a9d:::a~ inistratio _ Q~~~:~tic products, 
clinical trial arrangements and the propo(~~lll:fof the e._ ·1{1--qter.) with a view to 
further drafting instructions being issued~ \::) \''0 

Note that the Minister of Health inte@introd~~erapeutic Products Bill to 
the House in late 2016 for pass~ 201 ~ '0 

Agree that, prior to the intro~! the B~inister of Health release an 
exposure draft of th~e Bill~fo~c6i:;-s-t1 lta~~~j~1th a statement of the policy to be 
contained in subordi ~islative i~~ts 

Note that Cabin~t,~a~'q,lfb agrl?~~peal, via the Statutes Repeal Bill, provisions 
of the Medici~A&t)1)981 tha(~-e~tfoduced through the Medicines Amendment 
Act 2013 tha\~)'ed,{i efa~~·~encement date of 1 July 2017 as these are no 
longer n E<°?~i~ deS:t~·~l~-i.n_,H ght of the development of the new regulatory 
regim~E~~~MIN-0027~~rs]. 

A~e o l0~or the therapeutic products regulatory regime are that it 

~eel~·. lions of risk management and assurance of acceptable safety 

7.2 res~~'(cient and cost effective regulation 

7 .~~ible, durable, up-to-date, and easy to use 

~ensures high-quality, robust and accountable decision-making 

7.5 is able to sustain capable regulatory capacity 

7.6 supports New Zealand trade and economic objectives 

7. 7 is trusted and respected 

7 .8 supports consumer access and individual responsibility for care. 

12 
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8 Agree that these objectives will be best met by: 

8.1 an enabling legislative framework where primary legislation sets the purpose of the 
regime, principles that set boundaries for the scope and development of subordinate 
legislative instruments, enforcement powers and accountability arrangements 

8.2 regulatory requirements that reflect international norms, standards and frameworks 

8.3 a regulator that can exercise regulatory powers and associated administrative powers 
effectively, is accountable, and able to engage internationally. 

Note that the regulatory approval processes will involve a mix of unilateral recR ition, 
use of other regulators work, and assessment by the regulate'.~ '5'~ 

~~ ~ 
~ ~ 

9 

Hon Dr Jonathan Coleman 
Minister of Health ®J~~~ 

~~ ~ 
~, 

M ~ 
~~ 

~!fiJ 
~ 
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In Confidence  

Office of the Minister of Health 

Chair, Cabinet Social Policy Committee 

Therapeutic Products Regulation Paper 2: Proposals for a Therapeutic Products Bill 

Proposal ~ 

1 Approval is sought to issue drafting instructions for a compre ~vE}( cost eft€6ti~ 
regulatory regime for therapeutic products to replace th~~·er~ ~Act ~~ 

Executive Summary ~ ~ \) ~ 
2 This is the second of two papers about Therap~~cts ~· The first, 

Therapeutic Products Regulation Paper 1: <;oRt~\t:9JJ'd Ov~~~v~~,s described the 
context within which the new regulatory r.~~fJ; H'l erap-_;@t1~Fooucts is being 
developed, the objectives of the new re~~~QJJ how<~~~n e achieved. This paper 
seeks agreement to key elements of ~tion ~~~ct to the need for: 

2.1 a lean, principles-based Act c~mg the"~~~b~gulatory requirements and the 
parameters for ~egulati~~~ regulat~~~nstruments that contain the detail of 

regulatory requirem~~ ~ ~'°"' 
2.2 a regulator that i~QOS1ble f~gn of the technical regulatory requirements 

and the exerc~· ~olr~g~lator~b~ers independent of the Minister of Health with 
associate~~~~rrtoo ility a~ - }€; ~nts that balance regulator independence and 
enable sc, ~P regulat~, ormance by Ministers and stakeholders. 

2.3 reg~~~'Qui reme<;\:ts&.t are consistent with international approaches and 
~~~~~j>admini~~d-01-he regulatory requirements for product approval and 
~~~s~ acti,>:;ii~.~~ based around a set of clearly stated principles set around 
conSlimer s~refy ai)d delivery of health outcomes. Therapeutic product 
classi·fic . t~~ license conditions for supply will be based on risk. In both cases 
a Res ~rJ9'.flYf~Person is required to be named that can take action in relation to the 
pro~ct ~censed activity. Provisions will also be made for advertising controls , 
y~li '3ce, audit, post-market vigilance, and enforcement. Exceptions may be 
~ea by the regulator consistent with the principles. 

Background 

3 This is the second of two papers being provided concurrently to Cabinet with a view to 
decisions being taken on the key elements of new legislation to regulate therapeutic 
products (medicines, medical devices, cell and tissue therapies, hybrids, and new 
technology) in New Zealand . 

4 Paper one has described that the regulatory regime should comprise regulatory 
requirements, a regulator and an enabling legislative framework. 
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5 This paper focuses on the key elements proposed for the new Therapeutic Products Bill 
and is organised as follows: 

5.1 purpose and principles 

5.2 regulatory requirements, including definitions, product approval, activities licensing, 
post-market vigilance, and enforcement 

5.3 administration arrangements, including regulatory powers and accountability 

5.4 transition. 

6 Internationally, regulatory regimes put risk-proportionate con~tr9J;s at key poin~cross the 
lifespan of products (refer diagram below). These controls a Nflpported 9Y);'~~R_liance 
and enforcement powers; and requirements and systems t~~ the us~ of lfrC?ducts 
and to respond to any safety concerns. These arrang7~~~tef'a,ce a1med~~t e'tis.ur1ng that 
the benefits of using products as intended outweigh tlie~~s)that prod~~~ e high 
quality throughout their lifespan (ie, they do not de_§:K de or-Xail) , a~ raceable, 
appropriately used and accompanied by good i fo<r~ ~n . 

Regulatory control points across the therapeutic pro 

Product 
deve lopment 

Main contro l is the 
approva l of clinica l 
tria ls 

Approval to market 

Approval is dependent 
on an assessment of 
quality, safety, and 
efficacy or performance 
against comprehensive 
risk-based standards. 

..... 
u 
:I 
-0 
0 .... 
c.. 

Prescribing, 
dispensing, 
administering 

Pharmacy 
operat ions 

Transport 

Disposa l 

Enforcement 

Regulator ensures 
compliance w ith 
regulatory 
requirements 
through audits, 
product testing, 
requirements to 
update 
information, 
dealing with 
comp laints etc. 

Responsible 
person is required 
to monito r the 
product in the 
marketplace 

Vigilance 

Regulator monitors 
the population 
impacts of products 
in the market place 
and takes 
appropriate action in 
response. This 
includes, for 
example, adverse 
reactions 
monitoring, and 
safety signal 
monitoring. Actions 
include amending or 
revoking approvals 

Product Review 

Review of 
products or 
categories of 
product with 
result s informing 
changes to 
pre-market 
approva l 
processes. 

Regu lator can take enforcement action fo r breaches of requirements 

Purpose an~ es 

7 The ~~~e of the new legislation will be to ensure acceptable safety, quality, and 
effic~'cy~,2 performance of therapeutic products across their lifecycle to protect public 
healt~·ria welfare . In particular this requires the regulation of manufacture, supply, 
import, export and promotion of therapeutic products; the setting of standards in relation 
to therapeutic products; the post-market monitoring of therapeutic products, and the 
enforcement of requirements . 

8 It is proposed that the legislation contain a purpose statement that encompasses this 
concept. 
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9 The purpose statement would be supported by a set of principles that give effect to the 
overall purpose and set the parameters for the design and administration of the regulatory 
regime. The following general principles are proposed. 

9.1 The expected benefits of therapeutic products should outweigh their known risks of 
causing harm in the treatment population. 

9.2 Regulation of therapeutic products should be across the product lifespan and 
proportionate to the benefits and risks associated with their correct use. 

9.3 Regulation of therapeutic products should be impartial and independent of political, 
industry, or other vested interests. 

9.4 An identified person is responsible for managing the ris~~ciated A 
therapeutic product on the market, and will generally ~~~R¢{son wH~~s I> 
responsible for marketing that product. ~~ v ~~ 

9.5 Regulation should promote safe use of thera_p,8~ ~"eiucts atlC en~~e:ppropriate 
information about them is provided to the(('~~ 

9.6 The regulator should co-operate with ~~~~al ~~~ ors and take relevant 
international standards and pract~wount. ~~ ~ 

9.7 Compliance costs should be ~~e to th~1sk profile. 

9.8 Regulation should suppo~·nn~n and~1on. 
10 These principles will be of ~~ U teres);I<> ~olders and considerable feedback is 

expected during consu5a:tfb ~;t e ex9\>fur~~ft. Care will be taken in the final drafting 
to ensure that the final ~ , nncipl{~}0~.e appropriate parameters to the regime and 
certainty to industry~~ not to~rnk)riptive or too broad . 

Regulatory Require~ ~ ~ 
Definitions ~ ~ ~ 
Therapeuti~n~~c purpose 

11 The legis~atio '?~~efine therapeutic product and therapeutic purpose. These 
definitions () t(_~p 1J.Q5! the regime , give a level of certainty to industry, and clarify 
boundari ~~ther regulatory regimes (eg, food, natural health products). 

12 Leg is~· ould also enable the regulator to determine whether something is, or isn't, a 
therape'illrt product and to exclude things from the scope of the Act if needed . This will 
enable the regulator to assess whether a product meets the definition of a therapeutic 
product and to exclude things captured within the scope of the regime that are better 
regulated elsewhere. For example, fireman's clothing could inadvertently be captured 
through the concept that a therapeutic product 'prevents a condition'. 

13 The definitions in the Medicines Act 1981 and international norms provide useful starting 
points for these definitions. 

6uuh9ey2g3 2015-11 -1 2 10:27:35 

3 



Responsible person, Approval holder, and Licensee 

14 

15 

16 

17 

18 

19 

20 

21 

The legislation should define a responsible person as a legal person (natural person or 
company) for both products and licences. That person should be readily contactable and 
able to take action; this is particularly important in product recall situations. 

In the current regulatory scheme, it is not always clear who is responsible for a therapeutic 
product on the New Zealand market. The Medicines Act 1981 refers in several places to 
the manufacturer or importer of a medicine, in one place to the proprietor and to sponsors 
of medical devices. Various obligations are placed on those people - for example 
reporting adverse effects of a product, and withdrawing products from sale if ordered by 
the Director-General of Health . 

It is proposed that identifying a responsible person be a co~~-e 9f a proA oval 
(refer discussion at paragraph 22). That person would bN~~port of o~ll_!sr)any 
issues arising with an individual product and would b7'~~p~{)le for ~~---~ythat those 
issues can be responded to. " ~ \) ~ 

The legislation should also define approval ho/jzt;e~-lJJ:§> co~CR~.. >fained in the 
current Medicines Act. The approval holder &YJe!)'@ ultim el~sponsible for ensuring 
that the terms of an approval are adherecyfe~ ~~gisla~o~~Jlj;teed to provide the 
regulator with legal reach to these peop~~~ ler that<t~~~eyforce the terms of an 
approval if necessary. The approval<~would b~~~sible for: 

17.1 responding to queries an': ~ests f~~ion in order that the product can 
be assessed for ap??"a~ ~ 

17.2 ensuring produ'<_~~ted i~~land meet requirements. This will 
include man~~istr~~r~ keeping and product monitoring carried 
out accorf~J9escnb~ rElards 

17.3 ensu~'€i}.~~ttf?ere i\~~t1ve system to take market action , including recall, 
in~~:f6rmation o~g> available about the distribution chain 

17.4 ~~u i.vi g pro~~{o~ation is available for the regulator, health care 
(<))~ ssio*)?e public. 

The a?P~~I ~~y delegate some of these responsibilities to the responsible 
person, or ~e a y_,JJe one and the same person . 

Similar« ra:hg""'ments should be put in place in respect of holding licences (refer 
paraM~~1 ). The legislation should define licensee and impose obligations on that 
per~~~cluding the requirement to identify a responsible person. In regards to licences, 
the res ponsible person must be a natural person . 

Approval holders and licensees would be responsible for ensuring that responsible 
persons meet reasonable requirements. This could include demonstrating the necessary 
technical knowledge or quick access to it, understanding the obligations of the approval or 
licence (including any hazards) and meeting character requirements. 

The legislation should identify a Responsible Person for unapproved products where there 
is no application or approval holder (this may be the prescribing health practitioner or the 
supplier). 

4 
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Approval to Market 

Product approval 

22 Product approval is the key point of control in the regulatory regime and the legislation 
should: 

23 

24 

25 

26 

22.1 require therapeutic products to have an approval and enable the regulator to issue 
an approval 

22.2 require material changes to approved therapeutic products to also be approved 

22.3 enable conditions to be placed on an approval (<!/) ~ 

22.4 enable approvals to be modified, suspended or revo~~~ ~ 
22.5 enable approvals to be for a defined duration ~ 'V ~ 
22.6 =~=~=t~~~ognition of other jurisdictions a~sl~app~ third party 

To obtain an approval a product will needA~"fchn~~ ire ents (eg , for 
pharmacology, toxicology, electrical saz,e·~1~fi1ng) 9~1 er:._e ill need to be processes 
in place for post-market vigilance, th~~~~-t0 con~0\\t3i'. d ~ct recalls etc. These 
technical requirements are largely ~:Oq). in interna!iiRl:1."' standards such as those 
promulgated by the International Conl{lfimce Of1..,__~-a(0JM1sation of Technical 
Requirements for Registratiot(<!ii~>harmace~@l~ uman Use and the International 
Medical Device Regulator~O,JWnJ«previzHs~~~~~lobal Harmonisation Taskforce ). 
There will also be dome-sti s, a ard,;!>~~9{~11 matters such as labelling and 
classification . ~ ~~ 

The requireme~~ely b<::;:~~ ed by the type of product (medicine, medical 
device, cell and ~~therapy, ~<~nation etc). Within each category of product, the 
detailed t~~~l))equire~nts w1 be determined by the risks posed. Specific 
requirem~J0V):ltt5e giv. . n 'eff~ through conditions being placed on the approval. 
Cond~~~nclu~ r- such as classification status (discussed below), 
require~~ to up~)c ed facilities (eg, for manufacture), and obligations with respect 
to ensuring ma~~"fiec);~l action can be taken, that the product can be verified locally 
before distrib'e~~ quality and technical information is available etc. 

While cu~latively stable, it is anticipated that the categorisation of products as 
medi~~~ical device or cell and tissue therapy will need to evolve in response to a 
growi~~_J1 ber of hybrid products and the arrival of new products. Detailed technical 
requirements will evolve in tandem. 

In terms of legislative placement a balance needs to be struck between ensuring the 
regulatory regime remains flexible and current (which argues for placement of these key 
categories in regulator-made instruments) and ensuring that the Government and 
regulated industry are provided with certainty over regulatory settings (which argues for 
more detail in the primary statute). 

27 It is proposed that this balance be struck by legislation containing a high-level definition of 
the product categories with detail contained in regulator-made instruments. The 

5 
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definitions in the primary act will need to be sufficiently high-level so as to allow evolution 
in the detail contained in regulator-made instruments over time. There will also need to 
be accountability arrangements in respect of the regulator's processes for making 
instruments and these are discussed at paragraph 69. 

28 The Ministry of Health will discuss this placement issue further with the Parliamentary 
Counsel Office and the Legislation Design Advisory Committee and I will report back on 
the outcome of that process in March 2016 if any change is proposed. That discussion 
will include considering whether placing more precise category definitions in regulations 
would be appropriate. 

Classification 

29 Classification is the process of specifying conditions on av<jl~~/)for exA ether 
a product should only be available via a health practition~~~ntly clas~~Jon 
applies to medicines which, on approval, are classifie¢~s R._~tiption,~~J~tetl 
(pharmacist-only), pharmacy-only or for general sale .vCta~~lf1catio~ ofte· ~cnanges 
(usually- but not always -to be less restrictive)~~-. new~edici~~?o es established 
and its risk profile is better understood; classif.c'ati ~y al(~~§e.;i n response to 
changes in prescribing authority. ~)"V 

30 Classification decisions are significant i~ey hav~~nal bearing on consumer 
access to products, revenue (for~r ~~~~arm~~~d retail outlets), and costs to 
the health system. 0-. v ~ \$' ~ 

31 Classification may need to ~RI)( toot er type~~Yapeutic product over time and this 
development should be ~rough t~tive arrangements. 

32 It is proposed that: h ~ «~ 
32.1 the princi.f?!e~~Jcin~~cation be adapted to apply to al l therapeutic 

product(~j~hes~~~~·ut in legislation (eg 'prescription' could be adapted 
to 'a~·lab~ti the autho~'d a health practitioner') 

32.~~ • ena~~ons to be m.ade that set out additional precision specific to 
~~~bl¢'. types e~i:escnpt1on medicine) 

32.3 ~egislati~~ab the regu lator to set out any further detail in regulator-made 

instr~~~ 

33 Given t:h2~ficance of classification decisions it is also proposed the legislation require 
the~~~ to establish a technical advisory committee to inform these decisions. 
Furt~ormation on the establishment of this, and other committees is contained in 
paragraph 73. A classification committee is part of the Medicines Act currently and is 
common internationally. 

Exceptions to the approval process 

34 The regime will need to provide the ability for unapproved products to be available in 
certain circumstances. This is a common arrangement in regulatory regimes 
internationally and facilitates access to products when a prescriber judges that the 
particular clinical circumstances of an individual patient require the use of an unapproved 
product. 
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35 Section 29 of the Medicines Act currently provides for unapproved medicines to be 
supplied and administered to particular patients under the care of a medical practitioner. 
It also requires the use to be reported to the Director-General of Health. Section 29 is 
problematic in that it is increasingly being used for the supply of medicines for use in 
routine, non-exceptional circumstances; these are contrary to the spirit and intention of 
the provision and give rise to risks to patient safety. Section 29 also prevents provision of 
unapproved products to unknown patients. This is impractical when a section 29 
medicine may be required with urgency and thus needs to be held in stock by a hospital 
pharmacy (eg anti-venom). 

36 The intention is that under the new regime there will be less need for exceptions to be 
made, as the regime will be more appropriately calibrated for a range of circumstances. 
For example, accelerated approval processes, use of recogniti<fl)>, and potentia8:~e relief 
for small volume products. The Ministry of Health will also e\Rf~~)1at incer1~:~~an be 
put in place during the transition from the current regime t9'.'~~~1,~,rngime t~urage 
suppliers of currently unapproved products to apply for ~~Iv ~ 

37 The new regime should, in addition to requiring all~ct~ ha~~ ~~pproval 
(paragraph 22), enable regulations to set out th~y:ricarn$)anceJ,;; ki.,.~"ttierapeutic 
product may be made available without an a~&v~~ whoni_,~"r);quirements that sit 
around provision of the product (eg, respo~~i~~{e· ~dura~~~'e-~ctvision, record keeping, 
notification, informed consent). The regul~~ns hould afs~~etput responsibilities on the 
regulator to monitor the use of the pr~~~'\j'. e ab~{Y::-~'tlle regulator to require an 
exempted product to go through thKas_~~s~ent P\O~~~Rh a view to obtaining an 
approval. The requirements may dfffe(__9~tweerc~\z~hls of therapeutic product and who 
can access them is likely to b~. pana-e<J to~e-v.~~oader range of prescribers, 
includin~ veterinarians, w~h ~i es ne a !~'s to unapproved human medicines to 
treat animals. ~ 

38 A related considera~~ ucts~~V~~efed (prepared) in a pharmacy, usually in 
small batches. ~c;~rr~~-ny ph~aF s.1'st'can do this under section 26 of the Medicines 
Act and produc appr~al is no~ ~re . These provisions reflect the era of the 
Medicines ~~~H ~,£harmacy c0 lbbunding was common and changes are proposed to 
reflect m~€.o/.~ practl-Ge and products. It is proposed that the regulations enable, 
within,ga~f~7rs, una~~~roducts to be made by specialised facilities with the right 
expe~~<:::&rnmeter~~~trla be set in regulator-made instruments and relate to the 
types ohi_\;eratio~~~i;mitted volumes of products, and the responsibilities in relation 
to the fact th/~~dre unapproved . 

Data protectio~ ~ v 

39 New ~~s required by the Trade-Related Aspects of Intellectual Property Rights 
agree~(known as TRIPS) to provide protection for the information supporting a 
regulatory approval of a new medicine. New Zealand provides five years data protection 
for all medicines from the date regulatory approval is granted. This means that a 'generic' 
that has the same active ingredient as an approved product cannot rely on that data for an 
'accelerated' approval during the data protection period. It is proposed that the new 
regime retain the same settings as in the current Medicines Act for data protection . This 
will also satisfy our Trans-Pacific Partnership obligations which can be met within existing 
law and practice. 

7 
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Activities Licensing 

40 Pre- and post-market activities relating to therapeutic products (eg, manufacturing, supply 
chain management) are currently largely controlled via licensing, as is the standard model 
around the world, and recommended by the World Health Organization. There is no 
compelling reason to depart from this model. 

41 Some activities are controlled by general rules, without being licensed. For example, 
anyone selling medicines is bound by the regulations on storage, which require, for 
example, that medicines are kept clean and protected from vermin. I propose regulation­
making powers similar to those in the current Medicines Act to allow such rules to be 
made. 

42 It is proposed that the legislation require licences for cont~o d~ti"ities, i ?fltldrr;i_~the 
following, and be otherwise prohibited: ~ ~ 

42.1 manufacturing, including packing and labelling ~ ~ 
42.2 supplying, including wholesale, hawkin~ sale Jli~olders must also 

undertake these activities consistent wi~l.lct clas~)Q)) 

42.3 operating a pharmacy. ~ ~-
43 It is proposed that the regulator ha~~r-s of e~~pspection to assure compliance 

similar to those in the current Me~~n~"~ct, disc_\~~~ore fully in enforcement below. I 
further propose that the reg~~~~a,V-_&6ower((_~~nd vary conditions on a licence, 
and to suspend or revok~~e , as is ~'€d~~\Qnow. 

44 It is proposed that lic1J5S~'(efyperall~~~~ years, rather than the current one year. 
The regulator would bka:B;!ftO spe~~ter period, or revoke a license for non­
compliance. This ~~eQ(tce the ~~'(~ance burden on industry, while allowing for more 
frequent relic~1cenc~ with a history of non-compliance. 

45 The det'.)i'J"~mer\k; in ~ct of obtaining licences should be contained in 
Regulat~ regu~~~e instruments. 

Pharmac~ng (f ~\) 
46 The overar~c;?~~~:fctive for the regulation of pharmacies is to ensure the safe supply 

and effe~ a.l)S~f therapeutic products, and to enhance their accessibility within an 
environ~ ~t enables the development of innovative ways of providing pharmacy 

47 ~::~ry method of ensuring this in the new regime will be through licensing 
requirements, including that they are under the supervision of qualified pharmacists . 
Additional conditions related to safe pharmacy practice should also be able to be set as in 
the terms of a license by the regulator. 

48 My initial view is that the current restrictions on pharmacy ownership are not necessary to 
achieve the safety objectives of the regulatory scheme - that includes restrictions on 
medical practitioners having an interest in pharmacies. The current restriction is that a 
pharmacist must hold 51 percent of the shares in a pharmacy and may hold this majority 
share in up to five pharmacies. Professional bodies, as well as licence conditions are well 
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placed to address and identify potential issues - and should have sufficient regulatory 
authority to do so. 

49 The Ministry of Health is presently consulting with stakeholders on a draft Pharmacy 
Action Plan 2015-2020 which sets out a future direction for pharmacy services as part of a 
person-centred and fully integrated health and disability support system (closing 
25 November 2015). This consultation includes a question about the place of pharmacy 
ownership in the future delivery of pharmacy services. Following the completion of this 
consultation I will report to Cabinet on the pharmacy licensing arrangements for the 
inclusion in the Therapeutic Products Bill. It is expected that there will be a strong 
reaction from parts of the pharmacy sector to the suggestion that ownership requirements 
may no longer be necessary. ~ 

Promotion/advertising ~ ~ 5 ~ 
50 The legislation should set high level requirements in re~R~~~) prom~j5elvertising 

of therapeutic products and enable enforcement action ro~b)~~hes0.. Th1:1q.~ernationally accepted parameters are that advertisements show~- tte trutriful, ~Q~~leading and 
socially responsible. The legislation should als9<'~eh 1fo~:J:egul~e~e..1nstruments to be 
made that set out how these requirements are~:~ · ect, inclµdi·Q'g'elasses of people or 
products to whom requirements apply. ~ ~~ "'--!) 

51 This legislative framework should co~~supp~~)>the existing self-regulatory 
systems for the control of advertisin~,°'~fti~apeuti~~~ets. The Advertising Standards 
Authority issues a Code of Practice 'G0@istent ~it~ 'Vegislation and regulations and the 
Therapeutic Advertising Pre-~<:_t~~ Sy em(()~&- · vertisements for compliance with 

the Code. <(/)~ ~ 
52 This system results in ~~:Ct>~& e'.2?che?'6f~ments being dealt with simply and 

effectively and the r~e~~to etains:{h~~ility to take enforcement action for serious 
breaches or non~ fp l"ao e. Tl(t~~Qyi on enforcement below proposes a graded 
system to enfo~e.?e · this we>~~~oviae medium level enforcement tools that would be 
appropriate fo~#sing breach~ . 

53 The MiRi~ealth ~~g whether changes are needed to the current policy 
settin6~spect o~. .Y-td-consumer and direct-to-health practitioner advertising and I 
will advrs~Cabin~a~ anges appear warranted. 

Compliance, mo~~d enforcement 

54 In genz;J~~6\'.i~nt legislation has worked reasonably well and Medsafe and Medicines 
Contrpf Fra:' :e)ieen able to intervene to protect public safety in respect of products and the 
suppl)A~· . It is proposed that the new regime include improvements. The main 
change proposed is identifying a responsible person and imposing obligations on approval 
holders and licensees in respect of that person, as discussed in paragraph 14. 

55 Only minor changes are proposed to enforcement powers to provide explicit intermediate 
steps before suspending or cancelling a licence or withdrawing consent for a medicine to 
be distributed, including fines . The ability of the regulator to vary conditions on activity 
licences and marketing authorisation for goods will provide the controls necessary. 

56 The regulator needs the ability to check and enforce compliance with regulatory 
requirements, both for licenses and illicit activity. That requires powers of entry, search 
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and seizure, as well as the power to demand information. These powers are present in 
the current Medicines Act. Enforcement officers have a warrantless search power where 
they reasonably suspect articles subject to the Act are made, stored or available for sale. 

57 A warrantless search power continues to be justified on the ground that the risk to public 
safety posed by non-compliant medicines, and the ease of destroying or removing 
evidence mean a requirement to obtain a warrant will unreasonably interfere with the aims 
of the legislation. I propose adding a warranted search power for dwellinghouses and 
marae where an offence against the Act is reasonably suspected, and retaining the 
existing warrantless search and seizure powers for other premises, but ensuring they 
follow the provisions of the Search and Surveillance Act 2012. 

58 The penalties in the current Medicines Act are out of step witb111ore recent si~~ 
legislation. I propose offences and penalties broadly com~~¥-0tJ with t~e eycent 
simil.ar legislation. The Ministry o! ~ealth will w~rk witi~~~~Qi~try ~f ~~evelop 
detailed offence and penalty prov1s1ons for cons1derat~~a1)1net 1n ~2016. 

Vigilance <) 

59 Even with pre-market review and approval of ~faJ;>; t:.1tic pro~ t ey present risks 
when in the market. It is not possible to ha~~ct infg,r~~~~ the time of approval 
(eg, clinical trial data may cover a limite~~~p;kriod). <'.ft,~~heyefore proposed to require 
post-market monitoring of therapeu~M by th~q_pp_rattal holder, and the regulator; 
and to provide the regulator with l~eT~~n p~owe~\~e~uire effective action to be 
undertaken when a safety concern<iz~ntified. T , ~sent arrangement for medicines 
is that the importer or manuf~~~r of a m~+~ st report 'substantial untoward 
effects of that medicine' . ~h~~f11ies an oQ_~~Pl to actively monitor the safety and 
qual!t~ of pr~ducts i~ o;efe_ftB r ble t~~q;e legislative responsibility, but there is no 
explicit requirement 1~Sl.~1on. <(/)~ 

60 It is proposed ~t~egi~pose obligations on the approval holder and the 
regulator t? m~~~~ !!J.e .safet~~~rapeutic p'.oducts, according to_standar~s. . 
Therapeut1 «;:_~o~fv1g1lance 1~h1ghly technical area, so the detail of requirements will 
be in re ,~}.~de ins'tW.(!l~ts, rather than the primary act or regulations. The 
regul (J ~ve po~earch and seizure to support enforcement 

61 It is fu r propp~~dd obligations to share information, including an obligation on 
ap~roval hol~~id,.u_~ate information ~nder some circumstances (paragraph 14 refe~s). 
This woul~--!J,~ol0llle regulator to require the approval holder to carry out safety studies 
where ~~::,:~ei:n is identified . At present, Medsafe does not have such a power, meaning 
it m~-1\: on 't e goodwill of pharmaceutical companies where such studies are 

war~ 
Administration arrangements 

62 Decisions are sought about who holds decision rights, how they are held to account, 
review and appeal rights, and how technical advice and public input is sought. Proposals 
on the form of the regulator will be provided in March 2016. 

Holding powers 

63 Decisions about these arrangements flow from a decision about the degree of 
independence the regulator should have. Regulatory independence is explored in-depth 
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64 

65 

66 

in the Productivity Commission's 2014 report on Regulatory Institutions and Practices. 
The Commission puts forward strong arguments for independence as a key factor to 
regulators adopting effective regulatory strategies and creating an impartial and stable 
regulatory environment over the longer term. The Commission notes that independence 
is particularly desirable when there are powerful private interests weighed against a 
dispersed public interest, when a substantial degree of technical expertise is required and 
when public confidence that the regulator is impartial is important. 

Regulatory decisions about therapeutic products impact significantly on : 

64.1 consumers in terms of access to products 

64.2 health professionals in terms of how they are able to pro~~.~:f~re to pati~ and 
(for some) their personal financial gain " ~~ ((5 ~ 

64.3 the therapeutic products industry and other privat~"(~(eg , s~¥ts) in 
terms of revenue and reputation in the domestic cYntJ,~e'J'h~~ m~kets 

64.4 the provision of publicly-funded products ~e Ph~~al Schedule. 

While in practice the Minister's powers are~x ~#und~~~g~on by the appropriate 
officials, the status quo places ultimate r~R~~~ility for~~~chnical decisions that 
have significant third party impacts wit'~ ister °\~~~ · This is problematic 
because: 0-_ ~~ ~'\$' ~ 
65.1 the Minister is responsibJe-b~~~Y pl~~o::§.ssess the relevant technical 

information and mak~~~nefit ju~~t 

65.2 Ministers may be(~~~Qdft' ind ~ ~re to make decisions contrary to technical 
analysis, resu!,ti9-t~rr lfety c ·«:_e·?,Si-:(clr example a decision to approve a product 
for market,~'<~ aw~~~JSidraw a product from the market) 

65.3 the Mi~:~~s able to · ~;ndently monitor the overall performance of the 
reg~l~~~rrne a~e~e ulator. 

The m,~o h~~s~~~rative power to appoint advisory committees on technical 
matter~~1-1rnvid((~~j~~~nd recommendations in respect of regulatory decisions, 
these are . ~~v 

66.1 !27><.?&~es Assessment Advisory Committee and the Medicines Adverse 
~~s Committee (appointed under a general power to appoint advisory and 
~1'vical committees) 

66.2 tile Medicines Classification Committee 

66.3 the Medicines Review Committee. 

67 It is proposed that regulatory powers and associated administrative powers (for example 
those to appoint technical committees) are held independent of the Minister of Health . 

1 
Under the Medicines Act 1981 the Minister holds powers in respect of new medicines (those that have not previously 

been ava il able in New Zealand) and the Director-General of Health powers in respect of changes to medicines with 
approva ls, clinical tri als, activities (eg, pharmacy licensing), and medical devices, 
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This would mean that the Minister had no influence over regulatory decisions in respect of 
particular products, or persons. 

68 As a counterbalance to regulatory independence and reflecting the Minister's role in 
overseeing the performance of the regime, it is proposed that the legislation also provide 
a limited power for the Minister to be able to direct the regulator. Direction should be 
limited to matters of government policy that relate to the delivery of the regulatory regime 
and for any directions to be tabled in the House (ie there would be no ability to direct in 
respect of particular products or persons). The Productivity Commission notes that such 
ability can, somewhat counterintuitively, enhance regulatory independence while also 
recognising the fact that there are times when political imperatives diverge from the 
objectives of regulators. 

Accountability ~ ~ 
69 In order to balance the independ.ence of the regulator~tj)~~ing the~li - ood that the 

costs of the regulatory regime will be largely (and potent1~ fUlly) ~cov~~ from the 
regulated industry it is recommended that there ~untabili~--a):@.Qgements around 
regulatory design, decision-making and perfo~~~ 'l'he arr:~ .. ~~nts below will apply 
as a matter of law: ~ ~) 

69.1 the requirement that the contents ~tor-m~~iive instruments be 
consistent with the principle!no~~ In tur~~~i ?,i ciples require risk 
proportionality, cost effectiv~~· /"'---.... ~ 

69.2 judicial review ~ ~~ v 

69.3 proce.ss requireme~ ~ect ~~Ring of regulations. . 

70 In add1t1on rt rs pro~he I . ~~elude the following requirements : 

Regulator ma~;;fnent~ 
70.1 thcyye~~~here~~~~~.>~rovided for by the Legislation Act, regulator-made 

le.g~~l@~Mnstru(ll~~disallowable instruments and subject to review by the 

~ns ~~mmittee 
70.2 ~.~n ~~1 slative instruments, the regulator consult appropriately 

Regu/at~\:o;, 
70 . 3~~ regulator establish mechanisms for industry and consumer engagement 
~may involve, for example, formalising the existing bi-annual industry forum) 

70.4 that the regulator be transparent about its processes including how committee 
appointments are made, decision-making processes and reasons for decisions 

Performance 

70.5 mechanisms for review and appeal of regulatory decisions in addition to judicial 
review (refer paragraph 75) 

70 .6 financial and non-financial reporting. 
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71 It is proposed that detail in relation to these matters be set out in regulations enabled by 
the primary legislation. 

72 Precisely how the proposed accountability arrangements are set out in the legislation will 
depend to some extent on decisions on the form of the regulator as some of the 
requirements would apply automatically if the regulator is established as a Crown Entity. 
Advice on merits of establishing the regulator as a Crown Entity, a Departmental Agency 
or within the Ministry of Health will be provided in March 2016. That advice will analyse 
the options and the extent to which they support independent decision-making, 
accountability, maintaining capacity, a positive regulatory culture, effectiveness, and 
efficiency. 

Obtaining specialist advice and consumer input (( /> ~ 

73 As is the case now under the Medicines Act 1981, the new~~\4fi1 reguiL 
consideration of issues where the advice of external e~~~Ql'lie valu!b~Gofomittees 
provide a relatively simple way to obtain additional expert i~ut'to re~,ulat6r«ecisions 
and ensure that the full range of considerations ar~ken into acce~t i~ proposed that 
the regulator be required to establish certain co.r;i1'mi:f(El:.~for c~-ta~~r::poses. Mindful of 
the costs of establishing and running committe~~of the ~t(all'E\~ge in finding suitable 
candidates for them, this requirement shou~"'e)er b~~':ifainimum. I propose 
that the legislation: ~ ~ ~ '0 

73.1 Require the regulator to estab.Q~~mmitte · , ~ittees to provide advice, as 
needed, on therapeutic produ'c-t0 ,\) 

73.1 .1 assessment ((~ ~ 
73.1.2 classificati~w «~ 
73.1 .3 sat~ :~g A~ 

73.2 Requir~~. ator to e~'.'.mmittee members have suitable skills including 
(bu~~1~e to) k~ge of medicine, pharmacy, and consumer perspectives 

73.3 ~ reg~~stablish other technical advisory committees as it requires 

73.4 Ena~le co~~rocesses (including the management of conflicts of interest, 
remun~1 ' , "-tc;vbe determined by the regulator as a matter of policy. These 
poli0e'S , ul , as a matter of Government process, include consideration of the 
Cal5~~Pa s Framework and governance policy. 

74 These~gements aim to provide flexibility in how committees are appointed and used 
while also signalling the types of issues that to be considered by a committee. The 
accountability requirements in paragraph 69 will ensure that the regulator can be held to 
account for its decisions over what committees are established, how they are used, and 
how appointments are made. 

Review and appeal 

75 The legislation should establish an independent review committee administered by the 
Ministry of Health to hear appeals against regulatory decisions. This will provide a 
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mechanism for review in addition to judicial review. There will be a further right of appeal 
to the High Court. 

76 The committee will have a broad and flexible membership appointed by the Minister of 
Health. It will be able to hear appeals on the papers. The form of appeal will generally be 
by re-hearing, which means new evidence can be submitted. Only the applicant will be 
permitted to appeal a declined application for approval. Someone whose interests are 
affected will be permitted to appeal a licencing decision. 

77 The regulator will also establish an internal complaints mechanism to help resolve 
complaints about regulatory decisions. 

Cost recovery <(/) ~ 
78 Generally, and consistent with Treasury guidelines, it is li~~ttKe cost~f t regime 

will largely be cost-recovered from the regulated indust~~~~~may b~ ·e-- ctivities 
that should be funded by appropriation from general tffi\~ . This migti-t_\ ii1cl de fee­
exemptions for low-volume but necessary medici ~_consltlera~~~ als'>o need to be 
given to the appropriate mechanism for funding' e 'df~ent.)~~\L.ent that Crown 
funding is desirable, it would be arranged throug-tps'tB:Mdard ~ag~~ processes. The fee­
setti~g provi~ion will oblige the .r~~overy o~ . · t .any~ 0.vtcled for b~ Crown 
funding, leaving open the poss1b11ity of sQ~~jl1ng, 1f oe~i:0~· Currently JUSt over 80 
percent of the costs are recovered fr~~(y. It i%%@d that fees and levies are 
set in regulations. ~ v ~\) 

79 Legislation should also requ"-a'(ev1ew of~-€\~ levies within 3 years of them first 
being set as it is likely tha~~1I} need a ~1ioo)as volume assumptions (and thus 
regulatory costs) are tes~ v ~ 

Transition and review ':\/§ ~~ 
80 Legislation wil~t o~ ently regulated products move from the Medicines 

Act 1981 to(~e~~egime a~~:posed that drafting instructions be prepared for 
these trmliti ~provisi~s . Legrslation will also need to enable the regulatory 
require ~ - (med·~al~~es and cell and tissue therapies to come into effect over a 
peric(c:(9~-iQ:te and (~~Mlfferent for the different product types. This approach will allow 
indusfr.~o"B.djusfl.~\~ \'8w requirements in a reasonable fashion. Implementation will 
include exami~~ tives for industry to bring products under the new regime early. 

81 Given th~«~ "df the new regime and its complexity, it is recommended that the 
legislati6r}~~l'd require a review to be undertaken about 5 years after the end of the 
tran~~iod. 

Consultation 

82 The Government agencies consulted on this paper were: Treasury; State Services 
Commission; Ministries of Business, Innovation and Employment, Justice, Primary 
Industries, Environment, Women, Social Development; Te Puni Kokiri ; PHARMAC; ACC; 
Health Quality and Safety Commission; Environmental Protection Authority; and New 
Zealand Customs. Agency views are reflected in this paper. Agencies will also be 
consulted on the March 2016 paper and the detail of interfaces with their areas of 
responsibility. 
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83 The Government agencies informed about this paper were: Department of Prime Minister 
and Cabinet. 

84 The Ministry of Health has processes in place for testing the proposals for the new regime 
with the regulated industry and health practitioners. These groups have also been well 
consulted on the issues through previous attempts at legislative reform. Industry's key 
interest is in the detail of the regulatory requirements and the cost recovery proposals. 
This paper proposes that these are largely contained in regulations and regulator-made 
instruments and that policy proposals for these instruments should be available for 
consultation with industry at the same time as the exposure draft of the bill. 

85 Paragraph 46 notes the consultation currently underway with the pharmacy se~ on the 
Draft Pharmacy Action Plan. ((/) ~ ~ 

86 Agency comment: the Ministry of Business Innovation an~~~~ent~~13_MAC and 
Treasury note their support for the removal of restrictiopf>Q rl'-1<5~macy o~i:s;h$ and for 
allowing increased overlap between prescriber/dispenserr~s with~proR(iate 
safeguards. Treasury notes that any financial imp(~s of this~~5 Will need to be 
considered as the further advice is developed. (( ~ "-../ ~ ~ -

87 The Parliamentary Counsel Office notes thm~fra~,~,eloping the new 
legislation is reasonably tight. ~ ~ ~ ~ v 

Financial Implications ~ ~ ~~ 
88 This paper proposes that leg~~I lti~n enable~- -t 130 t ecovery and Crown funding to meet 

the costs of the regulatory« gi , e. An indi tjp~,Jhese costs and how they should fall 
will be contained in policy p~o . s to 10~, a y the exposure draft. This will include 
whether there should ~~'2ove~~lishment and start-up costs. 

89 The costs of de~~o~ne~<r-P~~~re currently met from within the Ministry of 
Health's baseli , ej~~g (incl~~~i,he funding from the Ministry's third party revenue 
baseline funding . L~ likely thaN~re will be implementation costs, such as the 
develop~~h~~ew IT infr:~structure, that cannot be reasonably met from these sources 
and c~!s ~(§,!~ will ~Jv~s ~o whether these will be man~ged wi~hin usual budget 
proce , Q ~, vfuctor~~,(o/f~-sett1ng for the new regulatory regime. It 1s expected that 
any bid ould b~~the 2017 Budget process . 

Human Rights &~ 
90 The p~~this paper are not inconsistent with the rights and freedoms contained in 

the N@ 'a)and Bill of Rights Act 1990 (NZBoRA) and the Human Rights Act 1993. 

91 While the proposals include search and seizure proposals, the restriction in NZBoRA is on 
unreasonable search and seizure. Care will be taken in developing the proposals to 
ensure they do not transgress s21 of NZBoRA. Review of the Bill for consistency with the 
Bill of Rights Act will be undertaken as part of usual legislative processes. 

Legislative Implications 

92 This paper proposes the repeal and replacement of the Medicines Act 1981 and its 
regulations with a Therapeutic Products Act and associated subordinate instruments. 
This proposal has Priority 6 on the Government's Legislative Programme and this paper 
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seeks approval to issue drafting instructions to Parliamentary Counsel consistent with this 
priority [CAB Min (15) 5/7 refers] . 

Regulatory Impact Analysis 

93 The Regulatory Impact Analysis (RIA) requirements apply to the proposal in this paper 
and a Regulatory Impact Statement (RIS) has been prepared and is attached. 

94 The Regulatory Impact Analysis Team (RIAT) has reviewed the RIS prepared by the 
Ministry of Health and associated supporting material, and considers that the information 
and analysis summarised in the RIS meets the quality assurance criteria. 

95 RIAT notes that the full impact of the proposed changes will dz_t8nd on the dE(:,,rc?'\of the 
arrangements, which is yet to be decided. RIAT understan~~t aYfu-rther d rf,i:S'ion~will be 
sought from Cabinet on this detail and a RIS will be com l~ . (o.'tfllese dJ~. 

Gender Implications and Disability Perspective ~ 
96 There are no particular matters with respect to ~plic~~ability 

perspectives. The overall regime is designea<t6/~cili:tate acG:e~'to'Wfe, high-quality 
therapeutic products . Where there are ge« e ~1-sabil~~~~ith respect to any 
given therapeutic product (for exampl~e i:.C~~)o pregefab~1'~st kits, products with 
contraceptive uses) the regime contaf m.e'&Mnism~~h~e to be considered (eg, the 
requirement that consumer persp~ re con id ~\rinJtlassification decisions). 

Publicity ~ ~ 
97 In November 20141 ann~~e ce~~<) . f' efforts to establish ANZTPA2 and the 

commencement of wo~avl)BW dom~~~~~:tory regime for therapeutic products. 
There is considera~\~R-t~stin t i~~~at1.v from the industry and health sector 
stakeholders . T,ti,e\~y of rt- alt 1~ngaging actively with interested parties and I 
propose makiWt~r anno~~·en s at the time the exposure draft is released for 
consultation . ~ ~ "V 

Recommen~ ~ 
The Minis~ealth ~~~.;ds that the Committee 

1 agree that ~~ructions be provided to the Parliamentary Counsel Office for a 
Therap~~~d'ticts Bill that includes the following settings. 

Purp,o~Jtprinciples 

1.1 ~statement encompassing the concept that the purpose of the Bill is to ensure 
acceptable safety, quality and efficacy or performance of therapeutic products 
across their lifecycle to protect public health and welfare; and 

1.2 That the concept in 1.1 includes the regulation of manufacture, supply, import, 
export and promotion of therapeutic products; on the setting of standards in relation 
to therapeutic products; the post-market monitoring of therapeutic products, and the 
enforcement of requirements. 

2 
Australia New Zea land Therapeut ic Products Agency 
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1.3 A set of principles that give effect to the purpose and set the parameters for the 
regulatory regime and that express the intention that: 

1.3.1 the expected benefits of therapeutic products should outweigh the known 
risks of causing harm in the treatment population 

1.3.2 regulation of therapeutic products should be across the product lifespan and 
proportionate to the benefits and risks associated with their correct use 

1.3.3 regulation of therapeutic products should be impartial and independent of 
political , industry, or other vested interests 

1.3.4 an identified person is responsible for managing tl}o/isks associa~ith 
each therapeutic product on the market, and ~l~efi~Jjy be t~~er~ who 
is responsible for marketing that product ~ ~ ~ 

1.3.5 regulation should promote safe use of the~i~;Od \,l_Cts ~sure 
appropriate information about them is Q videdYo the ~c 

1.3.6 regulator should co-operate with i~;(onal pe4~ors and take 
relevant international standard~ ~tic~~ 

1. 3. 7 compliance costs should ~ate ~efit:risk profile 

1.3.8 regulation should sup~~~o~~~;;,tition. 
Definitions ~ <)~ 
1.4 Definitions of the !f'~ap~ I, therapeutic purpose, responsible 

person, approval~nd /1~ 
1.5 High-level * f ca~therapeutic products. 

1.6 The '!lllli!Y. ~~ re~ato~eclare something to be, or not to be, a therapeutic 

pro~~e c~~ product 

Appro~ (?~\) 
1.7 A requ ?,1A~~ therapeutic products are approved, unless an approval is not 

req«~<AJ'he ability for the regulato r to issue an approval. 

1.8 tc~~ment that material changes to approved therapeutic products also be 
~ea. 

1.9 The ability for the regulator to place conditions on an approval. 

1.10 The ability for the regulator to modify, suspend or revoke an approval. 

1.11 The ability for approvals to be issued for a defined duration. 

1.12 Definitions of generic classifications that apply to therapeutic products based on 
those that apply to medicines currently (prescription, restricted, pharmacy-only, 
general sales). 
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1.13 The ability for the regulator to classify products as a condition of approval. 

1.14 Enable recognition of other jurisdictions assessments/approvals and third party 
evaluators. 

Data protection 

1.15 Provisions for the protection of information supporting an application for regulatory 
approval of a new medicine from the date the approval is granted, consistent with 
New Zealand's obligations under the Trade-Related Aspects of Intellectual Property 
Rights agreement and as set out in the Medicines Act 1981. 

Activities licensing ((/) ~ 

1.16 A requirement that, unless done under licence issu~~~~gulato~o·~rolled 
activities are prohibited in respect of therapeutic ~~ncludi~ 
1.16.1 manufacturing, including packing an~~ \S ~ 
1.16.2 supply, including wholesale~h ~tigSirid r19~0 therapeutic products 

(licence holders must also u ~et!·~ ·~es/~~consistent with product 
classification) ~"J ~ 'V · 

1.16.3 operating a pharmacy.~ ~~ 
1.17 The ability for the regu~ t~~ lice~'\ip to a three year period and set 

and vary conditions on~ce with~~~e . 

Promotion/advertising~ ~ ~ 'V 

1.18 A requireme~ertis~ and promotions in respect of therapeutic 
products ~~fuf, not~~g and socially responsible. 

Comp!ia~~emen and ~~ties 
1.19 ~~~owe ~'nc:w ing the ability to require information. 

1.20 ~h an@~ . powers based on those in the Medicines Act 1981 and the 
Search ~ · ur · illance Act and including a warranted search power for dwelling 
hous ~~arae where an offence against the Act is reasonably suspected. 

Vigi/7~ 

1.21 ~~ations on the regulator to monitor the safety of therapeutic products and to 
provide information to approval holders (noting that obligations for vigilance are also 
imposed on approval holders through the approvals process). 

Administration arrangements 

1.22 That regulatory powers and associated administrative powers are held independent 
of the Minister of Health. 

1.23 An ability for the Minister of Health to direct the regulator on matters of government 
policy and not in respect of a particular product or person. 

18 

6uuh9ey2g3 2015-11-1210:27 :35 



1.24 The following accountability arrangements: 

1.24.1 that, except where already provided for by the Legislation Act, instruments 
made by the regulator be disallowable instruments and subject to review by 
the Regulations Review Committee 

1.24.2 that, in making legislative instruments, the regulator consult appropriately 

1.24.3 that the regulator establish mechanisms for industry and consumer 
engagement 

1.24.4 that the regulator be transparent about its process~/) & 
1.24.5 financial and non-financial reporting. ~ ((5 ~ 

1.25 The ability for the regulator to establish technical ~~mmitt~~quires. 
1.26 A requirement that the regulator establish a ~m\fl itt~~r com~e~o provide 

advi~e, _as needed, on therapeutic producy&~~ent, cla~~n . and safety 
monitoring. ~ ~ ~ 

1.27 A requirement that the regulator en,~mitte~~~~bers with suitable 
skills, including (but not limited to(~~~eration \of~~ed for members with 
knowledge of medicine, pharma'C~~--consu~~FS:!iJ ectives. 

1.28 The ability for committee pm~to be ~);;led by the regulator as a matter of 

policy. ~ ~ 
Review and appeal ~ ~ 
1.29 The establish~ inde~t review committee administered by the Ministry 

of Health ~~8\)appeals<~¥gulatory decisions . 

Cost reco~~ ~ 'V 

1.30 ~~ent th~lator recover its costs through fees and levies where 
th~,costs a~~et through Crown funding . 

1.31 A requ~ fees and levies are reviewed within three years of first being set. 

Transitio~sions 
1.32 ~"'c;:ns which enable products regulated under the Medicines Act 1981 to 

~~~ion to the new regulatory regime. 

1.33 Provisions which enable regulatory requirements to apply in a staged manner to 
medical devices and cell and tissue therapies. 

1.34 Provisions that require a review of the Therapeutic Products Act within 5 years of the 
end of the transition period. 

Regulations 

1.35 The ability for regulations to be made in respect of: 
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2 

3 

4 

5 

1.35.1 Review Committee matters including who can apply for review and the ability 
to charge for review 

1.35.2 classification 

1.35.3 fees and levies 

1.35.4 accountability arrangements 

1.35.5 exempted products (including pharmacy compounding) 

1.35.6 licensing. 

Regulator-made instruments ~ A 
1.36 The ability for instruments to be made by the reg~~spect ~ 

1.36.1 how an application for an approval s<9.\d b~ade ~ \S . 
1.36.2 closer definition of categories of ~ ~ ~ 
1.36.3 standards and requireme~~t) Will apPl~~~toducts and associated 

activities (including for ex~~anufa ttir'~b""auct recall, vigilance) 

1.36.4 the application of cla~---: /'-.. ~ 
1.36.5 exempted prod~~ ~~ v 

1.36.6 requirem~~et in ~obtaining licenses 

1.36. 7 requir~ be~~ect of meeting advertising requirements. 

Note that the M'.?n~~~of Healtt~~~~cuss the appropriate placement of regulatory 
requireme~~~, / 1erarchy o~rslative instruments further with the Parliamentary 
Counsel 'J~e~ the L~lation Design Advisory Committee and I will report back on 
the o<Q ~p ose ~u#ns in March 2016 if any changes are proposed. 

Note th@' e ob)IBB'E~~he TransPacific Partnership on data protection for 
pharmaceutic~~\ ·~a1ng biological pharmaceuticals) can be met within New Zealand 's 
current pol~)'~ s and practice. 

Not~e ~~ Mrnister of Health 's initial view is that current restrictions on pharmacy 
own ' (shi~'s a condition for licensing are not necessary to achieve the safety objectives 
of th ,re.g latory scheme (including restrictions on medical practitioners having an interest 
in pharmacies) and that the Minister of Health will report to Cabinet and seek agreement 
on the most appropriate licensing arrangements for the Bill following sector consultation 
on the Draft Pharmacy Action Plan. 

Note that the costs of developing the regime are currently met from the Ministry of 
Health's baseline funding (including some funding from the Ministry's third party revenue 
baseline funding) and that the costs of implementation will be managed within usual 
budget processes or factored into fee setting for the new regulatory regime. 
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6 Note that the Minister of Health will report to the Social Policy Committee during March 
2016 on further policy issues with a view to further drafting instructions being authorised; 
these include prescribing, dispensing and administering therapeutic products, clinical trial 
arrangements, the detail of the offences and penalties framework and the form of the 
regulator. 

Hon Dr Jonathan Coleman 
Minister of Health 
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Action required by: routine 

Therapeutic Products Regulatory Regime: Policy related to 
pharmacies 

To: Hon Dr Jonathan Coleman (Minister of Health) 

Hon Peter Dunne (Associate Minister of Health) 

Pur pose /< ~ ~ 
To seek your agreement on an approach for the regulation of ph~~udi~M -
ownership, and to seek your approval for consultation with the s 

0
~ v ~ 

Key points @ ';; © 
• The development of the new therapeutic products r~ ~m~· ~the legislative provisions 

in the Medicines Act 1981 that relate to the co~nro ~ersh~· macies. Pharmacy 
ownership remains a contentious issue wit~t r nd any re . on future settings are likely 
to attract attention . ~ 

• The recently released Implementing Medici w Zeal o 2020 (Medicines Action Plan) 
and the Pharmacy Roadmap will se~e g ern~ for the future of pharmacy. The new 

• ~~::::~: ::i::i:h::l::~r~vid/) ~ tie:nd ~gulato~ ::h:me:~:~: ::~i:;:::~: ::armacy 
practice: the framework fori r ~n · ~of therapeutic products; and the regulation of 
pharmacies themselve~ ing~n 1 nsing will be covered in a future briefing. This briefing 
proposes a high level ~ r fort e ·on of pharmacies. 

• The overarching~ti for the r~~ 1 n of pharmacies are to ensure the safe supply and 
effective use oft r 1c product;~to enhance their accessibility within an environment that 
enables the ~elsP; nt of i~va~e ways of providing pharmacy services. 

• It is pro 4 ~e ke~rtl..J.~f the regulation of pharmacies should include licensing of 
phar c· that ~~ acy must be under the supervision of a qualified pharmacist. 

• Th cons~· :s>~ e restrictions on who may own community pharmacies are unnecessary 

• Deregulatio acy ownership may lead to a general increase in the accessibility of medicines. 

to ac i Ye t~e o · ive f safe supply and effect use, and may hinder futu re innovation. 

There~ w·11 e n s around the disruption of the pharmacy market that will need to be considered 
and mi · . 

• We o onsult on the proposed regulatory framework, including the implications for pharmacy 
o ~i , ith the pharmacy sector as part of wider discussions on the Pharmacy Roadmap. 

• This · fing has been provided to ensure your comfort with our intended approach, ahead of your 
meeting with the Ministry and members of the Pharmacy Steering Group that is scheduled for 29 July. 

Contacts: Paula Martin, Group Manager, 021 825 691 
Sector and Services Policy 

Hannah Cameron, Manager, Sector 021 783 574 
and Services Transformation Team 
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Therapeutic Products Regulatory Regime: Policy related to 
pharmacies 

Recommendations 
The Ministry recommends that you: 

a) Note that the Ministry is considering the future regulation of pharmacies a~9-"}o! the /Z 
development of the new therapeutic products regulatory regime. ~V r?A~ 

b) Note that pharmacy ownership remains a contentious issue with~h a any~~ 
decisions on future settings are likely to attract significant attenti . \)> 

direction for pharmacy as set out in Implementing Medicin Zealand y / N 
c) Agree that the new regulatory regime should be positione~dnable e fu~ur 

2020 (Medicines Action Plan) and the developing Pha~ a ap~ es 
0 

d) Agree that the overarching objectives for the regulatio rmaci~e t nsure 
the safe supply and effective use of therapeutic@~. d t~ ir Yes / No 
accessibility within an environment that ena~le t lopme in ative ways 
of providing pharmacy services. ~ 

Agree that the key features of the reg~uat harm~c· s a-ne to licence Yes / No 
pharmacies and ensure they are unde ervisio i · d pharmacists. 

Agree that the pharmacy owne~s · estri ·ons ~ ssary to achieve the Yes / No 
objectives required of the regul y eme. 

e) 

f) 

g) Agree that the Ministry sho~h~ first~ armacy Steering Group on the 
regulatory framework, ~r~Wrip, as part of discussions on the 

Pharmacy R~~ ~ rmacy and health sector. 

:~~i~~a ~:i?,Pj)~ener~~ 
Polic~~it ~\)~ 

~~([JJ 
©~ 

Minister's signature 

Date: 

Yes I No 
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Therapeutic Products Regulatory Regin1e: Policy related to 
pharmacies 

Background 
1. A new comprehensive, domestic therapeutic products regulatory regime is being developed with a 

view to legislation being introduced to Parliament in 2016. The regime will repeal and replace the 
Medicines Act 1981 and its regulations (HR 20150290 refers). 

2. Ministers have agreed that the new legislation should be based on the Treasury's principles of best 
practice regulation. These include principles of proportionality and suppoAt for growth ae.-;are part of 
wider government goals for the regulatory environment to be as efficie '.(~j ~ast~est i v.t'i~~s 
possible. A~~ v 

3. We will be providing you with a series of briefings in the coming~~~(a-i?rout vaw Sf>ects of the 
new regime. This first briefing focuses on the future regulation uf ~hracies . 

The pharmacy environm.ent ~~ ~ 
4. There are longstanding restrictions in New Zealand O il.....\';\~~ ow~'\~~~cies. The Medicines Act 

provides that pharmacies must be majority owned 4(~ ti:: lied b~~~~'Zists , who may own a 
majorit~ interest in up to five pharmacies. The~e~~~ restrict+d~,a1 . unique to the pharmacy 
profession. ~ v 

5. New Zealand currently has around 1020 p~~Cif l s, m~st ~~h ~are community pharmacy 
practices. It is estimated that pharmacies w'h-oi!jJownecl · ~r~g le pharmacist are declining, but 
these still represent the majority of ~-l~E1acies . ~F. ~~ · ss Health Ltd is the major corporate 
player, representing more than 30~ ~-i:i;i · cies yi:i:_GJ< tre1Jnichem and Life Pharmacy banners and 
with shareholdings of up to 49/;5!>~ es~~1 ~'es. 

6. We understand that ownin~~~acy d~~npt~·13 i'.fear to be a strong motivator for many young 
pharmacists. Th~r~ are»~JIW~-tely 3~~~1acists currently pr~ctising a~d numbers have 
increased steadily 1n r-\~ ~ars . M q:~F-1:~-F'1-05 percent of pharmacists work 1n community 
pharmacies; others wor~~b'Dspitals, pl' 9$cy care, industry and government. The pharmacy 
profession is in a/tJ~lti;~csitio~-Q terms f the qualification and registration pathways, new entrants 
and retention -~tw~expec~bl2~· ntinue. Pharmacy has a relatively young demographic 
compared ~~- -~nealt~C\~"st9 s. 

7. The original p~ y ratio ~~~~t ~ ownership restrictions was that ownership as well as control by 
pharmacists was ne.9:>~'\.~ensure effective control of pharmacies. The ownersl1ip requi rements 
have proved difficLtlf<!?J:~ mister as, in practice, a range of company arrangements have been put in 
place to get aro~1€58~estri ction s, to the point that there are serious questions about whether the 

8. ;:::i~::t::~110:::~ :h:r:nadc:::~::~ir;~a;~~:rons have resulted in government choosing not 
to make leg isl-a~~ amendment. This has reflected strong objection to change from some parts of the 
pharmacy sector. 

9. The repeal of the Medicines Act creates a different scenario as the Government will have to proactively 
choose the shape of the new regulatory framework . Together with the current work on defining a 
future direction for pharmacy, this provides an opportunity to consider a new approach to the issue. 

What do we want to achieve? 
10. A series of strategic initiatives will together set the future direction for pharmacy. The Government 

recently released a new plan, Implementing Medicines New Zealand, which outlines the actions 
required over the next five years to achieve the outcomes for the use of medicines (quality, access and 
optimal use) set out in Medicines New Zealand, the Medicines Strategy. The refresh of the New 
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Zealand Health Strategy encompasses broader health settings, but also has implications for future 
pharmacy practice. 

11. A draft Pharmacy Roadmap is being developed by the Ministry in consultation with the Pharmacy 
Steering Group. The Roadmap will set out how the pharmacy sector can be most effectively used to 
deliver quality, accessible and cost-effective services. It focuses specifically on how to maximise the 
capability and capacity of the pharmacy workforce in order to make best use of pharmacists' specialist 
skills and knowledge as medicines experts. 

12. These initiatives share an overall vision for pharmacy of enabling more innovative practice. The 
Ministry considers them as a package aimed at providing safe and effective high-quality health care 
services with consumers at the centre and making the best use of pharmacists ' specialist skills working 

13. The future direction established by these documents will be achiev~4'.Jl combin'.7.V · . on-

with other health professionals in a more integrated way. ~ 

regulatory measures underpinned by legislation. There are two p:i~~~1nts oft ne egulatory 
scheme that will influence pharmacy practice: the framework ~R_PM.~ililing an!i-s. e smg of 
therapeutic products; and the regulation of pharmacies themsel"(~~·rescribin a tl'::a ispensing will be 
covered in a future briefing . This briefing proposes a hi~A~I frarnew~~e gulation of 
pharmacies. ~ ~ 

The regulation of pharmacies ~ «{) ~ ~ 
14. Based on the s~rat~gic framework provided ~~~ments~h.~~d above, we pr~pose that the 

overarching objectives for pharmacy regu@l~f1~'\a:~o ensu~r&:t- ~a.fe supply and effective use of 
therapeutic products and to enhance th~ a~~ibility ~~r\i -n environment that enables the 
development of innovative ways of provia·i g~ • arma~~~ . 

15. In order to ensure safety, the stor~p sup~py ~~eutic products need to be controlled . It is 
proposed that the primary me~~eve t~i-s--L 1~pnarmacy segment of the supply chain are: 

• that the storage, sale, ~@.p.l~~istri ~ti &.) of rescription medicines, restricted medicines and 
pharmacy-only me~G.·nes~ gene~}l~tric ed to pharmacists, pharmacies and hospitals 

• that pharmacie~fh Ii e?tsed 

• that every p~~ust be u~ e supervision of a qualified pharmacist 

• that eve~9~ho ~~~t(;(~ pharmacy rnust ensure therapeutic products are held in secure 
storag~~pproRri t~r-i ~lronrnenta l cond itions. 

16. Under th ~G.._'8:(ls1ng ~f~~~ considered , the regulator will be able to issue licences allowing 
sU1tably qualiffed p~~~~ ·~ndertake certain activities. There will likely be general conditions on who 
may be issued ~~~~;Buch as a fit and proper person , or a body corporate of good repute . This 
represents in~0~a'Vbest practice. 

17 Appropri~a --aa.Q ·n_ing arrangements would be put 111 place to ensure safe and effective pharmacy 
practice i ma"f'1fa ned . 

Ov,rnership res rictions are not necessary for safety and may hinder innovation 

18. We do not consider that pharmacy ownership restrictions are necessary to ach ieve the objective of 
ensuring safe supply and effective use of therapeutic products. 

19. The need for professional contro l of pharmacies by pharmacists is not in dispute. Pharmacists must 
continue to oversee the contro l and dispensing of medicines and provide health services and advice. 
However, the day-to-day discharge of their professional responsibilities has been , and wil l likely be, 
little affected by who actual ly holds majority ownership. 

20. In practice, there is not necessarily a link between ownership and quality of service provision and there 
is no evidence of any increase in health and safety concerns or poor service in 'chain' pharmacies , ie, 
those with shareholdings by large companies. In almost every case of poor service provision under 
Ministry investigation, the pharmacy is owned by a sole pharmacist and perhaps his or her family trust. 
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21. More flexible ownership arrangements could assist in achieving the mutual goal of the pharmacy 
profession and the Government of helping the sector move toward better, integrated, and consumer 
centred care. Ownership restrictions may be more likely to hinder rather than enable these 
developments. 

Risks created by a change in the current pharmacy market can be mitigated through 
regulatory and non-regulatory tools 

22. Pharmacy stands alone in New Zealand as an industry which restricts business ownership to specified 
professionals. No comparable economic models exist that enable us to predict the exact impact that 
would occur to the pharmacy market. 

23. Overall, it can be expected that deregulation of pharmacy ownership would lead to further 
corporatisation of the sector. It could also lead to a general increase iiy~e accessibility~medicines , 
related to the establishment of new pharmacies or increased openin_~~~~~/>Greate (~oh~ies of 
scale and more buying power may result in lower distribution cost~1f1 , . eye-fore lo f pri es, 
particularly for pharmacy only medicines. There will be risks a~uzi~· e ·srupti~ - harmacy 
market that will need to be considered and mitigated. v ~ 

24. It is possible that some pharmacies in smaller population ~~s may clo~e~petition from large 
outlets in neighbouring towns renders them unviable, iJAf-an·i~'Q'a)reduct+oAJ~eess to 
phar_m_aceuticals . Access issues can be .m!tigated~L~fZ~)hsin~fcbvls~rl'S such as allowing 
medicine depots and non-pharmacy retail licence ~~·~-0te play~~ s J.~i:e would also be the 
possibility for smaller pharmacies becoming a~ta ~~p pra6tt6: , ·. "th travelling pharmacists 
visiting several of these pharmacies in a we~~- ~ 

25 . The possibility of a pharmacy being attac~qt'5 6P pra~~~ch owns the pharmacy raises the 
possibility of blurring of the separation betwe@prescri·~~aispensing . We will need to 
investigate ways to manage any co~~f interes~~ re consumers' rights of choice under the 
Health and Disability Commissio~ey~ of '711 1:i® e-mainta ined . 

26. Other identified risks include s~ 006i'mer09~1 R_~es such as selling unnecessary or inappropriate 
medicines or misleading rl')·~k-et+1'. hos <f~S.~ aFe:'.lmitigated through advertising rules and the 

Ne~~o::::~al ethics;~; , w~ st'1110ontrol dispensing and pharmacy practice as a whole . 

27. We need to co~}>w·il'.!ffhe h~~~)Dr to inform the development of regulatory provisions that will 
achieve the~"·~~-g outline~~V, and appropriate ly mitigate any risks. 

28. We advise tHat-'§areful qo:n:s~ ion is given to consultation on the issues contained in this briefing. 
There is a signff1cantmdAi~~ he pharmacy profession who have objected to similar proposals in the 
past. In add ition , '!!_f a "'-~w-are of ongoing tensions within the sector in relation to the current re­
contracting of tt}e)CS~rqfmh ity Pharmacy Services Agreement between DHBs and pharmacies and 
separate delib&~.~~n the issue of the Pharmaceutical Margin - the contribution to stockholding 
and supply (~~nes that is funded by DHBs. 

29. The Pharm~j.~admap is leading discussion on the future of pharmacy. You are meeting with 
officials and members of the Pharmacy Steering Group to discuss the roadmap and future consultation 
processes on 29 July. 

30. We propose to discuss the regulatory framework as an enabler for change within the context of the 
roadmap. This will include raising the proposal that pharmacy ownership restrictions are not 
necessary to achieve wider goals for pharmacy. We would first engage with the Pharmacy Steering 
Group, who have started to position themselves as agents for change across the pharmacy sector, 
and then with the wider pharmacy and health sector. 

31. The results of our consultation will inform more detailed policy proposals to be included in 
recommendations to Cabinet regarding the new therapeutic products regulatory regime. 

END. 
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Therapeutic Products Regulatory Regime: overview 

Recommendations 
The Ministry recommends that you: 

a) 

b) 

Don Gray 
Deputy Director-General 
Policy Business Unit 

Very poor (1) Good (4) Very good (5) 
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Therapeutic Products Regulatory Regime: overview 

1. In November 2014, following your public announcement of the cessation of the ANZTPA initiative, 
we proposed the process and timeline for developing a new therapeutic products regulatory regime 
(Health Report 20141547 refers). You are discussing the project to develop the new regime with 
Minister Dunne and officials on 16 April 2015. To inform that discussion this report: 

a. sets out the areas where decisions will be sought over the coming months 

b. proposes a framework that will guide our analysis of the issues 

c. signals linkages with other streams of work. 

/) // <(;? ~/>.' . . ·~ /:/ ·, .\. 
('~ /) //~ .... 

Background 
2. Therapeutic products are medicin.es, medical devices, cell and 9~s.~~be~~ies/'~.n'tj~1<'_09;d~nd 

blood products. They .are not o~dinary goods of commerce ap,<t~r~~~nVsenou~{~s/ks::ofharn: 
especially when used inappropriately. A robust regulatory regime=; JS a prer~qu1s1te;t0ihe delivery of 
high-quality services (public and private). All developed/~crDomies regy.J9l_e~to a 'g'reater or lesser 
extent. Regulation for medicines is widespread and 9~ga:n1fOU9wing Jb~::J~.60.~thalidomide tragedy 
in Europe. It has extended to the other therapeutiC._P(otj.DcJ~>over tiryi.e>.\/~ 

~ --",, _---- -, /) /' \ '-, } ) 

3. While Medsafe and Medicines Control are resp.efct~d.(eg81ators.(Hl~€;~Ie'serious inadequacies in 
,' ,_ ~ ' \ _: / - -, -- ~ 

New Zealand's regime that need to be addr~~~~~~95c:;urre?~IJ~ · ·:\.) 

a. A regulatory scheme that is no longer fiffqr;pL:frpose, 9reaN~Aoe· potential for risk, and does not 
enable efficient regulation. ~' \\ \.> \\'::~ \ .• \ 

'... ··. I) /~• ' \ ~· v 

b. Inadequate capacity to comprel:\811.si~ely?egul~t~cmtlpJ1/ new products. 
·.••··. \\ <.\.Ji·"..~J 

4. As advised in HR 20141547, it1 is/des'ira)ble butA'1ot•essetifial that the regime be in place before 
' - / / -- / / /~ ', --- -.. 

~rovi~io~s of the Medi~ines10m_en~J;Jent A~.S2\0,13fprile int? fo:ce on 1 July 20: 7. The broad 
t1mel1ne 1s that the reg1m~ WJLt:ISe·;develop~dpYel.:2015, leg1slat1ve processes will occur over 2016 
and implementation in 20.ti\ Jtle timefran:le<i~ reasonably tight and the Ministry will advise you on 
contingency plans ~~d~d:t~ey' appz~\~~~5>sary . 

• ' ( ~/ '• "·'·'> 
Regulating tJJ~r~p~{1tic prodttets 
5. There are two.~~y~¥ects.f~.thE;·(~gUlatory regime: the scheme (ie, the rules and controls applied) 

and its aclfoihisiratlon (w!lo hia'k-eS' decisions, regulator culture, and implementation). 

6. The schem~ \lvill app1/2~~~·1~· on products and related activities across a product's lifespan: from 
clinical trials, thr9t:Jgh.(n~n(1facturing processes, the distribution chain and use, to disposal. Controls 
are aimed at e~sGrJPig~j>iat benefits of products outweigh the risks, that products are high quality, 
traceable thr.oQgbioC1t the distribution system, appropriately used and accompanied by good 
informatio)l~~dp~ndix One contains further information. 

; \ \ \ v 

7. Over the'Strnirig months you will be briefed on the following aspects of the regime with a view to 
advice being=prepared for Cabinet: 

a. Pre-market approvals processes - the pathways for approval of medicines, medical devices and 
cell and tissue therapies. This will include advice on the extent to which we should do full 
evaluations, as compared to relying to some extent on overseas evaluations. 

b. Proposed arrangements for regulating activities such as manufacturing, wholesaling, supplying 
and advertising therapeutic products. 

c. Post-market surveillance - this refers to the way in which the use and performance of therapeutic 
products is monitored and safety issues are identified and responded to. 

d. Funding and cost recovery arrangements - including the extent to which the scheme should be 
cost recovered from industry and how any cost recovery should be structured. 
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e. How the scheme should be administered, including who should hold regulatory decision-making 
powers and administrative powers (eg, to appoint committees). 

f. The framework for dispensing and prescribing products. 

g. Other matters including the legislative arrangements for safety in community pharmacy 
(pharmacy ownership), appeal mechanisms, enforcement, and information protection. 

h. Implementation - including transition arrangements for products, establishing administrative 
arrangements, and costs and off-setting savings. 

Designing the new regime 
8. In designing the new regime we are aiming to meet the needs of the health and disabWY support 

sector and ensure good regulatory practice. We are also mindful of(f~Jnfluential g10.baJ,settings for 
therapeutic products and our small marketplace. Taking these cof\s~efc~y0ns intcf accoll~; the table 
in Appendix Two contains a set of proposed desired features f~fth~/r:i.~Wregin;ie,a1nd,tl:l& main 
mechanisms that will enable them to be achieved. We wish/G:dist>Q»s· this tab

1

l~t!yyou at the 
meeting on 16 April with a view to it guiding the Ministry'~work bQ)he det;:liJ of th1~ regime. 

/• I . .,"' ... 
9. Key issues to discuss include: ///<j~~ ·~(~···. "·) 

/ ' . ~- ----/ /' ~ -, ' 
a. the extent to which we should do pre-market ~vifiGafio.JJ>'cSf pro;t~cls'o~?s)1ves compared with 

relying on evaluations done by others; and w~th~r·we shoyld apptei.66h this issue differently for 
different types of products ~<~( ~,)) ~ (/' 'i · ) 

<. -~' "' >' / ~. •• •. 

b. ensuring that we keep the regulatory. reg!l1:i~~up'.:.to-d~.te ~ft~11~~lble over time 

c. ensuring sustainable regulatory;~~aci~~) • / ~~~')' 
Linkages .<z .. ~,.\1 ·~J~~~ <:< /// -"---~'i /~:__~~"'-~~ ~· 
10. The regime has linkages with th~JoJl6wing.p(ojetts:v 

!\_\.._~~--~\----/// _/( ;::,, --~-~'/ 

a. Natural health and supplerl}.entary proc::(u¢ts'\NHSP) regulation - the NHSP Bill that will regulate 
these products is dlle~~6Q.e pass€Jd.lllts.)Etar. The new regime will need to interface effectively 
with the NHSP cefiime\particularly(fi::tei:ms of definitions of products and in ensuring that there 
are no gaps;betwe~r·{{he NHSP )e~Q1le and the new therapeutic products regime as both 
schemes wilCcommence atdifferent times. 

<, /-- /,>- , __ "// _r -- -, ____ ·, __ /) 

b. Revif3W~qff{sp&cts of cohftolfed/drugs legislation - this project is looking at the therapeutic uses 
(eg, co~troue-ci dryg~~s'~fdlcines, addiction services, and clinical trials) and non-therapeutic 
uses (eg, cultivatfqn an.d'production of industrial hemp seed and drug testing kits) of controlled 
drugs. It is env1saged·th'at some or all of the changes from this work would be given affect 

,• / "' ... .....__../ 

through thEZri~W rer;Jime . • / ... < • 
c. Refres,he~ fyl'edteines Strategy Action Plan - the core objectives of the Medicines Strategy are 

that n;iedjclntjs are safe, accessible, and optimally used. The new regime is critical to achieving 
these~.LJ.t~.bmes. The Medicines Strategy action plan focuses on pharmacy issues that intersect 
with those aspects of the regime that are to do with patient access and use of the workforce. 

11. Associate Minister Dunne has lead responsibility for the latter two initiatives. We recommend that 
you forward a copy of this report to him ahead of the meeting on 16 April. 

END. 
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APPENDIX ONE: Overview of scheme controls 

The scheme will control products and activities by ... 

• assessing products and issuing approvals (or 
approving exemptions) 

• licensing and auditing activities - manufacture, 
supply, promotion, import and export 

• setting standards (eg, labelling, manufacturing) 
• setting and changing access limits (eg, scheduling 

medicines) 
• monitoring products in the market-place (eg, adverse 

reactions, product testing) and responding to safety 
issues (eg, recalls, complaints) 

• monitoring compliance and taking action for non­
compliance (eg, suspending, modifying, or revoking 
marketing approvals) 

• communicating with the public and health 
practitioners about safety matters 

• approving clinical trials. 

Health Report number: 20150290 

in order that ... 
• the benefits of products outweigh the 

risks when used as intended 
• products are high quality and maintain 

their quality throughout their lifecycle 
• products are traceable throughout the 

distribution chain so that problems can 
be quickly addressed 

• the appropy,te product is use;d for the 
correct nufpose ~<"' 

/:::.' / ., 1r/ '·"' 
• pro~.~~~~!:~.~t div:~e~~:O);hicit uses 
• C?/1sum~r.~ and health,Rfac~1t1oners have 

go6d.i11formati.<(n ab~Qfproducts so 
benefits /l[~'lnaxiniised 

'~~~""" 
/_<'·°'~j 
I(~~,~,\~,_-,,\ 

\ . 
. <~~~ ··"''··· 
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