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SUMMARY

As mentioned in your Weekly Report of 19 April 2011, a report c ssioned b

of Research, Science and Technology on the regulatory enwro Qe for ma

nanomaterials has been completed. MSI seeks to release Jeal repoktta hterested
parties. This briefing includes our recommended cominyifiéz appro

As a commissioned report from consultants, the repgH - t'rep ent § government

position on the regulatory environment for manufac
On 22 June 2011, documents related to this rege :
including one to you.

RECOMMENDATIONS @
| recommend that you:

a. | Agrée that MSI will placew iss] \r,kw of New Yes { No
Zealand's regulato SC d nanomaterials on
its mtenm websne

eral OJA requests,

=3

Yes /No
be media interest in the report and that “Yes -! No
mmended communications approach In

i t elevant regulatory agencies, which will be
i office.
§ is the potential that aspects of the report are likely Yes /No
[ to ¢ some non-governmental organisations to further
. ¢ regulation of nanomaterials.
e at MIE is currently explonng the issues and opportunities Yes / No

>a ciated with the regulation of chemical and biclogical risks, and

N

e.
™ <>th:z|t this will include consideration of nanotechnologies.
N

g

"Note that individual regulatory agencies already have or are in the Yes [ No
process of undertaking work to clarify regulatory requirements in
relation to manufactured nanomaterials.

Note that individual Ministers may need to respond to specific Yes / No
regulatory issues raised by the report.
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SECURITY LEVEL: None

h. | Agree to refer this briefing to the Ministers for the Environment, Yes / No
Health, Food Safety, Labour, Consumer Affairs and Customs.

MINISTER’S COMMENT

AUTHOR :S %
PRIMARY CONTACT O
OTHER DEPARTMENTS OR AGENCIES CONSULTES Tdmiddy for th anment, Ministry of Health, Ministry

, Ministry of Consumer Affairs,
ur, New Zealand Cusloms Service,

Enyi isk Management Authorily of New
N Standards Australia New Zealand
ANNEXES “
Annex One: Q
Annex Two: quacy of New Zealand’'s Regulatory Systems
ts of Manufactured Nanomaterials”
Annex Three: R lons approach
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Release of review of the New Zealand regulatory environment for
manufactured nanomaterials ,

KEY DECISION REQUIRED OF YOU

1.

EXECUTIVE SUMMARY

2.

PAGE3 /

MSI seeks your approval to make a technical consultant's report called "A Review of
the Adequacy of New Zealand's Regulatory Systems to Manage the Possible Impacts
of Manufactured Nanomaterials” available to intérested parties,

In 2010, the then Ministry of Research, Science & Technefe
consuitation with other agencies, commissioned a techf

Policy in Emerging Technologies at the

The review provides an external aés
frameworks and practices. 11 ig

improvements could be ma ‘:;' -
bind agencies to make change i
issues, government agen

9
r
G

Y . . .

heYeView was commissioned there was an expectation that the findings would

e publicly available to provide fransparency and confidence in regulatory

¢ yht. There is interest in the review from some media and fon-governmental
ganisations.

and's relevant regulatory
bpinion of the authors,

>Jegal advice, recommendations or

helpful in identifying some regulatary

QY agree with everything in the report.

Since some of the relevant government agencies have expressed concern about the
report, an official release of it is not proposed. Instead, MSI proposes to place the
final consultants’ report on its interim website without endorsing it as an officially

accepted view of the régulatory environment.

The main finding of the review is that overall existing regulatary instruments are
generally adequate to manage potential risks associated with manufactured
nanomaterials. However, the report identifies four main areas where the authors
consider that regulatory oversight could be improved:
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10.

11.

12.

SECURITY LEVEL: None

« Reducing uncertainty over when regulatory assessments should be triggered for
manufactured nanomaterials;

» Enhancing regulation of medical devices in New Zealand. Developing medical
devices that incorporate nanotechnologies is a particularly active area of research
and development, but the authors' view is that regulatory oversight of medical
devices in New Zealand is currently inadequate; '

» Addressing the lack of specificity about the evidence required to demonstrate
safety of manufactured nanomaterials; and

« Reducing uncertainty over what manufactured nanomaterials gre already pre$ent
in New Zealand.

o
a
@

All but the second point above are either being or can be
actions rather than legislative change.

Some of the New Zealand regulatory agencies h
associated with manufactured nanomaterials,
developments elsewhere.

The review has little new information fgg r
eimerging from it. MfE is currently exp N ! 23
the regulation of chemical and bi : %} Ks i
consider risks posed by nanoma

s, S0 % g no significant actions
es rtunities associated with

nd, and in this process will

Despite the overall positive R tis possible that some non-
governmental organisgh aithe report to criticise the regulatory
environment in New Z¢ s 2 sithis, a communications approach (Annex
Three) has been daye ' : evant regulatory and policy agencies, We

gquest under the Official Information Act was sent to your
of the Sustainability Council of New Zealand. it asked

gs sent to you as Minister of Research, Science and

and Innovation since 2009 relating to nanotechnology.

Vigiarials and products produced by, or involving, nanotechnologies are becoming
semmon. Hundreds of consumer products (worldwide) are estimated to contain
mantfactured nanoscale materials'. The types of products and applications involving
nangmaterials or nanotechnologies that are available now or in the pipeline include
paints, plastics, packaging, cosmetics, clothing, sporting equipment, auto parts, electronic
and medical devices. Specific examples include nano-sized zinc oxides and fitanium
dioxides used in sunscreens, nano-scale silver particles used as anti-microbial agents in

1A list of prdducls tan be found al hiip:fiwwnw.nanolechprofecl.orgfinveniories/consumer/
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clothing, and carbon nanotubes, which are starting to be used in a range of electronic and
other consumer goods.

16.  The presence of nanomatenals in the environment is nut new, Naturally occurring
rnaterlals (such as components of volcanic ash, foods) occur in the nano-scale. Similarly,
cumponents of by-products of every day living (such as car exhaust fumes and emissions
from industrial processes) can be at the nano—scale The same nanomatenal produced
naturally or threugh intentional design is not expected to differ in ferms of safety.

17.  Several organisations (nationally and lnternahona]ly) are voicing doncem over the
potential hazards of some manufactured nanomaterials, and are critical of the adequacy
of current regulatory oversight. This is because at the nano-scale matenals caphave
quite different properties than the same substance at larger
may differ from more conventlonal forms of the substance
conventional gold is considerad inert, gold at the nano;gsale
capabiliies. The Sustainability Council of New Zeal
critic of New Zealand’s regulatory reglme S0 far.

18.  Notall nanomaterials are considered harmf i \1 DM Mare traditio_nal
forms of the chemical. However, there Is gfiéayin ier R 'en on the potential
risks of i mariy manufactured nanoma_t ials ldteph atigralys h is helping address

Drganisatiena are moving to
assessments of manufacture:

) Palan, through one cif ERMA NZ's
staff, is a member of the 'O '

Manufactured Nanomatenals

10. '_ anotdc FYwork ‘op hosted by (the former) MDRST MIE and
i LS i T-T I’ -'

. edsing attentmn is bemg pald to the regulatron of

-‘4’ fare commissioned, in consultatlon with other agencies, a
atory framework for manufactured nanomatenals

'ew ). Similar reporis have been undertaken elsewhere and

] W W !lar to the one undertaken in Australia - A review of possible rmpacts
: ..Q : - gy on Australia’s regulatory fn&rmrs:wr:’rk2 now commonly referred o as the

 of the Review were to:

Assess New Zealand's existing regulatory framework to determine whether potentlal
@ risks of manufactured nanomatenats are covered by exlstlng regulatory § frameworks

« Identify where manufactured nanomatenals may not bie adequately covered by any
existing regulatory framework; and

« Analyse Whethér the changes to the regulation of |ndustr|al nanomatenals proposed
by the National Industrial Chemicals Notification and Assessment Scheme (NICNAS)
in Australia are relevant to provisions | under the HSNO Act.

2 Avallable at hltg:#\#w_w.innolratinn.gotr.au}lnduslg,gINanntechnotoggmoeumants.fMonashRamriQUUB_.pﬁ
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SECURITY LEVEL: Nonhe

22.  The Review was undertaken by the recently established New Zealand Law Foundation
Centre for Law and Policy in Emerging Technologies at the Unwersﬂy of Otago. Statutes
considered to be the most directly relevant to managing risks associated with
manufactured nanomatetials were identified by officials and the researchers undertaking
the feview. The researchers examined these statutes and interviewed staff from the
relevant government agencies. In some cases legal scholars familiar with the pariicular
piece of legislation were also interviewed.

23,  Thelegislation examined and the agencies involved in administering them are listed in the

followmg table.

Leg:slatron Relevant Agencies b
Hazardous Substances and Environmental Risk Manag thority~
New Organisms Act (HSNO)

Ministry for the Environ A
Waste Minimisation Act Mmlstry for the Envu@i\\nb R \VP

Food Act (specifically the
Food Code aspect of the Act)

rity (now
1l stry)
‘Agricultural Compounds and arid Fo WAuthorlty (now
Veterinary Mediclnes Act

Health and Safety In <

Em'ployment Act A

Fair Trading Act ”\\) ) nsumer Affairs
Consumer Guarawe\ %@o\f Consumer Affairs

Imports and E; pb]:@ &%ﬂ?ﬁ of Economic Development
N

{Restnctlons
e

Custom(@ Eé:nse Ac}‘\\ Ne_w Zealand Customs Service
‘Med@e%ﬂ’ % N Medsafe

W Z_EALAN_D

stment in nanoscience and nanotechnologies is small compared o
other countries. MSI has invested in a number of nanoctech research
elated to high value manufacturing industries, as well as research to advance
ification and assessment of risks associated with nanomaterials. Investment
Vote RS&T (now Vote S3l) into nanotechnology-refated R&D totalled $20.7 million
rannum as at September 2008/2010. However, investments where nanotech was-the
rnclpal area of investigation represented only $5m of that total. Additional government
investment comes through terliary education; for example, funding for the MacDiarmid
Institute for Advanced Materials and Nanotechnology.

25.  Nanotechnology-refated businesses are emerging in New Zealand. They include Izon
{manufacturing naneparticle analysers), Titanox (production of Titanium alloy powders for
industrial uses), Revolution Fibres (creating nanofibres for a range of uses, such as
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filtration systems and textiles) and PolyBatics (who produce protein:coated bioplastic
particles).

REPORT FINDINGS

26.  The Review represents the assessments and opinions of the authors, Feedback on
drafts of the report was provided by the relevant agencies (identified in paragraph 20
above) to the authors, Government agencies do not agree with alf of the statements
or agsessments in the Review. After the final report was accepted, some additional
concerns about statements in it were brought to our attention. These are noted later

in this briefing.
’;‘hgnash
ted

27.  The main findings of the Review are generally consistent w
Report (as well as other reviews of national regulatory sy =57

materials and products as well.

28.  The main issues identified in the Review

28,

nanotechnolo & t e same level of regulatory scrutiny in New

.4”;'-:*: anotechaologirapplications. However, on 20 June, the Prime
_ he ion of the Australian and New Zealand govermments to
¥ abl" Pthe Australia New Zealand Therapeutic Products
PA), Rroposal which has been on hold for several years. It is

haf the AN

§ PA will result in greater oversight of medical devices. |is
5 ment, »-

ll| 1nvalve a rnerger of Medsafe w1th the Australian Therapeutic

Management Authonty. which have a lead role in assessing many of the

@Q%mcmar attention in the Review i is pald to the HSNO Act and the Envirenmental Risk

manifactured nanomaterials. Attention is also paid to the Food Code (part of the
Food Act) and Food Standards Australia New Zealand, since the use of manufactured
nanomaterials in foods is potenhally an aréa of significant public interest.

32. The Review found that the regulatory changes proposed by NICNAS in Australia are
ot relevant to New Zealand, since the regulatory systems differ. In particular, the
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HSNO Act does not have a quantity threshold below which an approval is not
required.

33,  More details on the Review's findings are included in Annex One.

IMPLICATIONS OF THE REVIEW

34. Some readers of the Review may be concerried about actual or patential gaps in the
regulatory system, and will expect io see steps taken to close or reduce these. They
may also consider that regulatory agencies will not have enough information on
potential risks of manufactured nanomaterials to enable them to be effective
regulators.

Regulatory gaps

35. Some uses of the term ‘gaps’ in the Review may creat
an omission or oversight in the regulatory framework whe
deliberate decisian to limit the scope of the regulgh
assessment of manufactured nanomaterials is
agencies because of the recognition that E
in gertain circumstances.

36. The Review does recognise the distjn
scope of coverage by different pigs
omissions. However, this distine

when it comes to manufasties
e
' ergtly,

{ Oversight of manufacturéd nanomaterials
ly affect public attitudesto

W3 efforts (for example, in the OECD) are working toward providing

se on procedures for testing and assessing the hazard of manufactured
néfterials, and providing more information on certain types of nanomaterials to
3t in assessing risk and regulatory oversight. In the absence of such guidarice

ere can be concerns that there is poor regulatory governance, This issue is

common to regulators across the world, and the OECD work is evidence of the level

of cooperation underway., :

40.  Non-governmental organisatiors in other countries have previously called for bans or
prohibitions on the import or manufacture of nanomaterials or products containing
them because of uncertainties over risks. New Zealand groups may also do so
following the release of the réport.
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Labelling

41.  Labelling of products containing manufactured nanomaterials is likely to be an area of
considerable interest to the media and public, with calls for greater labelling of such
products. The Review proposes labelling for consumer information purposes (i.e. not
for safety). The Review notes that meaningful information would need to be provided
on labels, and that the associated costs of doing so also need to be considered.

OFFICIALS’ RESPONSE TO THE REVIEW

42.  The relevant agencies (listed in paragraph 20 above) consider that the Review
provides some useful independent assessment of New Zealand’s regulatory
environment and has not identified any unexpected issues M¥hile regulat 0 not

ilthe r \ do
43. &

: ( 2Q ;E:  the Review do not agree tha_t‘the Review is
2 @ gnise that MfE; ERMA NZ and the

ority (EPA) may be the ageéncies that will have to deal
responses to the Review.

44,  MSI and other 3G¢
seriously fia

atthe Review does not provide any substantially new
¥ns in the existing regulatory frameworks. '
wtz‘ officials believe that the Review should be made publicly
g of organisations are already aware of the Review and may choose
Qffitial Information Act to obtain it if it is not published. As mentioned
ave already been CIA requests related to the report.

Release following approval by Cabinét; or

Targeted releasé upon recéiving your approval to release; or

Placing the review on the MS) website with no official reléase, and noting that

it has not been endorsed by government.

48.  The third option is preferred by MSI.

49.  Discussing the Review at Cabinet is not preferred since the Review does not
establish a government position on the regulation of nanotechnclogies. Sharing this
briefing with the relevant Ministers is an alternative way to identify risks and develop
appropriate responses to them.
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SECURITY LEVEL: None

50, Targeted release of the Review was considered but rejected because it could be seen
as official endorsement or acceptance of all the views contained in the report.

51.  Placing the report on MSI's website without a formal release is seen as making the
report available without the government endorsing it or reguiring a formal response to
it. The Review ¢an be corisidered as a technical report.

52. A coordinated communications approach from ali of the relevant government
agenmes has been prepared to ensure whole of gavernment responses to any issues
arising following the release {Annex Thres).

53.  MEEis currently undertaking an exploration of issues and opporiunities asspci’ated
with regulation of chemical and biclogical risks. The Review will be considered agpart
of their explorato'r? work.

54,

55.

57. MS 6 ANy el TN @ sibilities associated with nanotechnologies,

58. D . ! _

and continued involvement by MS1 in such activities
and policy decisions.

59. N 3pa itiee ant to |dent|fy|ng. assessing and managlng risks associated

afety practlces Manufactured nanomaterials could play an

e of the high value manufacturing industries that may develop.
biisiders it important that New Zealand's regulatory system is robust,
unnecessary requurements on affected parties, and is stpported by

i ols. Furthem'lore, our Request for Proposals for nanotech mvestments have

c:tfmth,.f required researchers to provide a plan for how they will deal with the safety
aspects of nanotechnoiogy. Norietheless, it is possible that MSI could face some
ciiticism of its investment in nanotech research.
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COMMUNICATIONS APPROACH

61.  Before the Review is made publicly available officials in MSI will discuss
communications issues with your office and coordinate communications across the
other relevant agencies 1o ensure consistency of responses (see Annex Three).

ME DIA IMPLICATIONS

62. [nterestin the report has already been expressed by some media organisations
(television and print), as well as some non governmental organisations (NGOs). The
release of the report is likely 1o result in some NGOs repeating their concerns about
the potential hazards of nanotechnologies and the need for improved regulatory

oversight. This is likély to receive media coverage. 2 :\‘%

PAGE 11/ 15



SECUR|TY LEVEL: None

ANNEX ONE - MAIN FINDINGS OF THE REVIEW

1. The main findings from the review are summarised below.

Triggers for Regulatory Assessment _

2. The Review notes the potential for some novel manufactured nanomaterials to miss
regulatory scrutiny if there is a failure to recognise that they have properties distinct
from existing larger-scale compositions of the same substance. This is consistent with

a key finding in the Monash Report. The réport notes that regulators could consigsr
clarifying the level of proof they require to tiigger regulatory ass ent,

3. A challenge for regulatory assessments of manufactured na
internationally is the lack of informatton on potential toxic) - 2 effégts
that specific manufactured nanomaterials may genera . i Ue for

manufactured nanomaterials, but is applicable to many n

4, However, the diversity of manufactured nanomat ging pri and the new
characteristics that they may have can make essm ny manufactured
nanomaterials difficuit.

Mandatory Reporting @ @

5. The Review notes the interest th § nd members of the public
have in information about whatpro , nomaterials are present in the
country. While a range of cg s@ gat to contain manufactured
nanomaterials, it is oftendif

ér understand the types of

6. fere-and elsewhere, for firms to alert regulators to
gt m_aterials have generally been ineffective in
yaterials in products. Several regulators elsewhere

andatory reporting.

7 ssued mandatory notification requirements to importers

A

Labelli

8. % iew notes that, in some situations, labelling to inform consumers of the

ence of manufactured nanomaterials may be appropriate o that they can choose
ether they purchase such products.

Regulation of manufactured articles that produce nanoparticles

9. One area that the Review identifies as potentially requiring further attention is where a
product does not contain manufactured nanomaterials but produces nancparticles as
part of its operation. For example, washing machines that generate nanc-sized silver
particles for enhanced anti-microbial activity. As a manufactured item washing
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machines are not subject to the HSNO Act as they do not contain manufactured
nanomaterials until they operate.

10.  The Review notes that an existing provisior in the HSNO Act may enable
manufactured goods to be considered by ERMA NZ, but the report authors did not
undertake a detailed evaluation to assess the feasibility or desirability of this.
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ANNEX THREE — RECOMMENDED COMMUNICATIONS APPROACH

Overview on communications

The report A Review of the Adequacy of New Zealand’s Regulatory Systems to Manage the
Possible Impacts of Manufactured Nanomaterials contends that there are a number of
‘potential regulatory gaps’ related to manufactured nanomaterials, but that overall the
regulatory framewark does not require substantial change to manage manufactured
nanomaterials.

However, this identification of potential gaps is likely to increase attention on and concerns
about nanomaterials and nanotechnology in New Zealand. It may also cal} into questiopfhe
effectiveness of the government agencies charged with regulatory projéetions.

S

he analysis is

research, industry sectors that use nanomaterials in their pro
and food), media and members of the public,

Though the report's brief was to focus on the adequag
framed in such a way as to potentially lead to a debatg
_agencies. It is likely that it will also lead to wider dek
and nanotechnolegy in general.

Therefore communications will need to be p gd g roader issues than those
related to regulations. The debate around e xe ' (\‘C sgan be expected 1o begin
soon after it is released, as advocacy € : ‘\ the Sustainability Council of

New Zealand can be expected t

The Ministry of Science and Inn
associated with the review tg'y
release of the report, an

N other government agencies
ded communications approach to the

Su of approach

» Communications approach and key messages discussed with office of the Minister of
Science and Innovation, in consultation with other affected Ministers, then a
communications plan developed with other government agencies.

A low-key, reactive approach, with review released on MSI website,
MSI to lead and coordinate communications. Each government agency is responsible
for answering questions relevant to its remit.
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Key messages
General

. The report was commissioned by the former Ministry of Research, Science and
Technology (a predecessor agency of the new Ministry of Science and Innovation),
following a 2009 workshop on nanotechnology and similar reviews overseas.

. The report reviewed New Zealand's nanomaterials regulations to see if they provided
adequate management of the potential risks. The review was not intended as an
assessment of the safety of nanomaterials.

. The report has been commissioned from independent consultants and thergfore does
not répresent a government position on the regulatory enyj ent for ctured
nanomaterials.

. With any novel technology there are inherent uncertgi
Government is confident New Zealand's regulato
potential risks regarding manufactured nanomat

. The report confirms issues that the governmefity

identify or highlight any new concerns. Ny

to managing nanomaterials that is congt

unknowns.) The
i managing

: f, nd does not
] [ =

aterials research where appropriate,
and risks of nanomaterials and
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