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Proposed amendments to

Natural Health Products Bill SOP No 0

Explanatory note
This Supplementary Order Paper amends the Natural Health Products Bill.

The Bill currently aims to regulate natural health and supplementary products, which
by definition contain only permitted ingredients (which are Schedule I substances de-
clared to be permitted ingredients by the Authority). It is proposed that the Bill also
regulate natural health products, which is similar in meaning, except that the Schedule
I ingredients that constitute the product need not be permitted ingredients. A new
term, permitted natural health product, is proposed in place of natural health and sup-

plementary product. The following table illustrates the proposed changes:

Current definitions

natural health and supplementary
product means any product, subject to
subclause (2) of clause 6, that—

(a)  1s or appears to be manufactured
for human use and for the primary
purpose of bringing about a health
benefit to users; and

(b)  contains only permitted ingredi-
ents unless it is a new approved
ingredient or a dietary supple-
ment; and

(c) isnot, or is not presented as, a
food.

Subclause (2) of clause 6 excludes cer-
tain medicines, related products, and
medical devices under the Medicines
Act 1981 from the definition of natural
health and supplementary products

permitted ingredient means any sub-
stance that is or belongs to a class of
substance listed in Schedule 1 and de-
clared by the Authority to be a permitted
substance.

Proposed definitions

natural health product means any
product that—

(a)  1isoris represented as having been
manufactured for human use and
for the primary purpose of bring-
ing about a health benefit to users;
and

(b)  contains, or is represented as con-
taining, only natural substances;
and

(c) isnot, or is not presented as, a
food; and

(d) s not or does not contain a medi-
cine listed in Schedule 1 of the
Medicines Regulations 1984 or a
psychoactive substance

natural substance means any substance
or class of substance listed in Schedule 1

permitted substance means any natural
substance declared by the Authority to
be a permitted substance

permitted natural health product
means a natural health product that con-
tains only permitted substances.

The effect of these changes is that dietary supplements will be regulated as natural
health products. Accordingly, the word supplementary in the term natural health and
supplementary product is no longer necessary and is removed.

The Bill would now regulate—

. the manufacture of natural health products:
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. the sale, offering for sale, and export of permitted natural health products.

This Supplementary Order Paper proposes that Part 2 of the Bill be comprehensively
restructured to reflect the different levels of regulation being proposed and to enable
key regulatory provisions to appear first and provisions relating to administrative
matters to appear at the end. New Part 2 carries over most of the provisions currently
in Part 2 of the Bill with consequential changes as well as substantive changes being
made to those provisions. Minor drafting and editorial changes are also proposed.

Manufacture of natural health products

The most significant change proposed to provisions relating to the manufacture of
natural health products (clauses 8 to 15) is that the obligation to obtain a licence to
manufacture now extends to manufacturers of natural health products (instead of the
narrower range of natural health and supplementary products). The significance of
this change is reinforced by incorporating the relevant offence provision into clause §.

Under the current Bill, manufacturers of natural health and supplementary products
for export who do not require an export certificate are exempt from the requirement to
obtain a licence to manufacture. That exemption is not carried forward.

Natural health products for sale or export

Clause 16(1) prohibits the sale and offering for sale in New Zealand and the export of
any natural health product unless—

. it is a permitted natural health product (containing only permitted substances);
and
. it has a valid product notification or is a product to which clause 18 applies (for

example, an exempted product).

New clause 18, which lists natural health products that do not require product notifi-
cation, contains the following changes (see previous clause 13A):

. export-only natural health and supplementary products are no longer exempt:

. the reference to natural health products in which the active ingredient is in a
concentration of not more than 20 parts per million is amended to 10 parts per
million.

Clauses 21(4) and (6) are offence provisions relating to certain permitted natural
health products that do not require product notification. It is an offence for a person to
make, on the label or in any advertisement for such products, any health benefit claim
that relates to a named condition except as provided in regulations.

Clause 27, which requires product notifiers to notify the Authority of any serious ad-
verse reaction to the product, is amended. Paragraph (e) of the definition of serious
adverse reaction is amended by replacing allergic reaction with serious allergic reac-
tion.

Clause 28, which carries forward previous clause 18, sets out when a new product no-
tification is required for a product. Unlike under previous clause 18, a new product
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notification will not be required where there is a change of premises in the case of
products manufactured overseas.

Clause 32 regulates the use of new substances (which are natural substances that are
not permitted substances) in the manufacture of a natural health product for sale or
export. Previous clause 23, which relates to safety assessments of new ingredients, is
not carried forward. However, the processes and criteria for the declaration of new in-
gredients in previous clause 22 will continue to apply to new substances.

Previous clause 21, which relates to prohibited ingredients, is not carried forward.

Previous clause 244, which sets out requirements for natural health products that are
dietary supplements, is not carried forward.

Olffences

New offence provisions are introduced. A person commits an offence who—

. sells or offers for sale in New Zealand or exports any natural health product
knowing that the product does not comply with clause 16(1) (must be a permit-
ted natural health product with a valid product notification):

. knowingly manufactures a notified natural health product that contains a sub-
stance other than a permitted substance:

. knowingly sells or offers for sale in New Zealand or exports any natural health
product that is different from its description in the product notification.

Clause 43 sets out offences for deceptive behaviour and contains a new offence provi-
sion relating to false representation of natural health products, permitted natural
health products, and notified natural products.

The following offence provisions apply to all natural health products:

. clause 39 (prohibited methods of administration):
. clause 41 (endangerment of human health):
. clause 42 (publishing of certain advertisements relating to natural health prod-
ucts).
Other changes

Clause 51 is new, and allows the Authority to set out the manner in which a product
notification is to be completed, and the manner in which certain applications must be
made (clauses 9, 20, 22, 32, and 56).

Clause 56 allows the Authority to declare, in certain circumstances, a product or class
of product to be a natural health product or permitted natural health product.

Clause 57 includes a new power to make regulations prescribing requirements relat-
ing to advertisements of natural health products.

Schedule 1 contains the following changes:

. item 2(b) is amended to remove the words “for preparation of the substance or
mixture of substances in an active medicinal form”:
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. item 3 is amended by replacing “folic acid” with “folate”:
. item & is replaced with “An amino acid”.

Departmental disclosure statement

The Ministry of Health considers that a departmental disclosure statement is not re-
quired to be prepared for this Supplementary Order Paper.

Regulatory impact statement

The Ministry of Health produced [a regulatory impact statement/regulatory impact
statements] on [date] to help inform the new policy decisions taken by the Govern-
ment relating to the contents of this SOP.

[A copy of this regulatory impact statement/Copies of these regulatory impact state-
ments] can be found at—

. [Insert URL link(s) to the RIS on the agency’s/agencies’ Internet site(s)]

. http://www.treasury.govt.nz/publications/informationreleases/ris

The Honourable Minister, in Committee, to propose the amendments shown in
the following document.
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Part 2
Regulation of natural health products

Subpart 1—Manufacture of natural health products

Licence to manufacture natural health products
Application for licence to manufacture

Conditions of licence

Audits of manufacturing facilities

Authorised person may enter manufacturing facility and take
samples in specified circumstances

Authority may issue compliance notice

Deemed compliance with code
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Authority may revoke or suspend licence for non-compliance with
code

Subpart 2—Natural health products for sale or export

Requirements for natural health products for sale or export

Requirements for natural health products for sale or export

Regulatory principles for regulation of permitted natural health
products

Regulatory principles

Permitted natural health products that do not require product
notification

Permitted natural health products that do not require product
notification

Authority may exempt permitted natural health products from
product notification

Product notification

Product notification

Health benefit claims that may be made for permitted natural
health products

Restrictions on health benefit claims relating to named conditions
Authority may determine allowable claims

Audit of product notifications

Authority may audit product notifications

Suspension and cancellation of product notification

Grounds for suspension of product notification

Effect of suspension of product notification

Cancellation or reinstatement of product notification

Product notifier must notify Authority of serious adverse reaction
to product

When new product notification needed

Product notifier may cancel product notification

Authority may cancel product notification if no longer necessary

Subpart 3—General rules relating to permitted natural health
products
Permitted substances

Permitted substances

New substances

If new substance to be used in natural health product
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Labelling
Labelling
Exports

Export certificate

Permitted natural health products that are animal products
Authority may revoke or suspend export certificate for non-
compliance with code

Transitional provisions

Application of this Act to certain products sold before
commencement of this Act

Subpart 4—Offences

Sale or export of natural health products that do not comply with
section 16(1) or standards, or do not conform to product
notification

Prohibited methods of administration

Obstruction of authorised person

Endangerment of human health
Offence to publish certain advertisements relating to natural health

products
Deception and false representation

Subpart 5—Appeals

Appeals committee
Appeals

Subpart 6—Natural Health Products Regulatory Authority

Natural Health Products Regulatory Authority
Authority may declare recognised authorities

Natural Health Products Advisory Committee
Code of practice

Code of practice for manufacture of natural health products
Fees

Authority may prescribe fees

Manner in which product notification and certain applications to
be made

Manner in which product notification and certain applications must
be made

Natural health products database

Natural health products database
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Other powers of Authority

Statement by Authority

Recall of natural health products

Delegation

Authority may declare product to be natural health product or
permitted natural health product

Subpart 7—Miscellaneous
Regulations

Regulations
Review of Act

Minister must review Act
Amendment to Food Act 2014

Amendment to Food Act 2014
Section 9 amended (Meaning of food)

Amendments to Medicines Act 1981

Amendments to Medicines Act 1981

Section 2 amended (Interpretation)

Section 3 amended (Meaning of medicine, new medicine,
prescription medicine, and restricted medicine)

Section 28 repealed (Exemptions in respect of herbal remedies)
Section 31 amended (Exemptions for agents and employees)
Section 42 amended (Duty of importer and manufacturer to have
and produce specifications of medicines)

Amendment to Psychoactive Substances Act 2013

Amendment to Psychoactive Substances Act 2013
Section 9 amended (Meaning of psychoactive substance)

Amendment to Trans-Tasman Mutual Recognition Act 1997

Amendment to Trans-Tasman Mutual Recognition Act 1997
Schedule 2 amended

Revocation
Dietary Supplements Regulations 1985 revoked

Schedule 1
Suitable-Natural substances

Schedule 2
Approved pharmacopoeias

The Parliament of New Zealand enacts as follows:
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1 Title
This Act is the Natural Health-and-Supplementary Products Act 2011.
2 Commencement
This Act comes into force on3January2644_30 November 2016, unless it is
earlier brought into force on a date appointed by the Governor-General by
Order in Council.
Part 1
Preliminary matters
Preliminary provisions
3 Purpose
The purpose of this Act is to establish a system for the regulation of natural
health-and-supplementary products in New Zealand.
3A Scheme of Act
(1)  This Act aims to achieve its purpose by—

(a)

(b)

D

establishing a licensing regime for manufacturers of natural health prod-
ucts; and

requiring that a natural health product must not be sold or offered for
sale in New Zealand, or exported, unless it contains only permitted sub-
stances and has a valid product notification (made to the Authority); and

specifying who is responsible for completing a product notification (the
product notifier); and

regulating the health benefit claims that may be made for a permitted
natural health product by—

(i)  requiring the product notifier to provide, for each health benefit
claim made for the product, a summary of evidence relied on to
support the claim; and

(i1) restricting the health benefit claims that may relate to a named
condition; and

enabling the Authority to audit product notifications and to suspend or
cancel a product notification in accordance with specified criteria; and

providing for the enforcement of this Act, including the imposition of of-
fences and penalties, and providing for appeals against decisions of the

Authority; and
providing for the powers of the Authority and requiring the establish-
ment of an advisory committee.
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N

This section is only a guide to the general scheme and effect of this Act.

Interpretation
In this Act, unless the context otherwise requires,—

additive means any preservative, antioxidant, colouring, flavouring, or sweet-
ener

advisory committee means the Natural Health-and—Supplementary Products
Advisory Committee established under-seection40 _section 48

allowable claim means any health benefit claim that the authority has, under
section42B(1) 22, determined may relate to a named condition

appeals committee means the Natural Health—and—Supplementary Products
Appeals Committee established under section-44 44

approved pharmacopoeia means a pharmacopoeia listed in Schedule 2

authorised person means—

(a) a person authorised by the Authority for the purpose of section-34A
12; or

(b) aperson to whom the Authority has delegated any powers, functions, or
duties under section45 55

Authority means the Natural Health-and-Supplementary Products Regulatory
Authority established under section-8 46

code means the code of practice formanufaeturing the manufacture of natural
health-and-supplementary products established under section-27 49

database means the natural health-and-supplementary products database estab-
lished under section-44 52
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food has the meaning given to it in section 6(3)

formulation aid means any thing that is added to a product to—
(a)  provide a carrier for the product’s active ingredients:

(b)  modify the pH, viscosity, or handling properties of the product during its
manufacture:

(c)  provide a vehicle for its administration

health benefit means any 1 of the following benefits:

(a)  the maintenance or promotion of health or wellness:

(b)  nutritional support:

(c)  vitamin or mineral supplementation:

(d) affecting or maintaining the structure or function of the body:
(e)  relief of symptoms

health benefit claim means a claim of a health benefit

Internet site means an Internet site that is publicly accessible at all reasonable
times

label includes any written, pictorial, or other descriptive matter that—

(a) relates to any natural health-and-supplementary product or any package
containing that product; and

(b) appears on, is attached to, or is associated with that product

licence to manufacture means a licence granted under section-29 9 to manu-
facture natural health-and-supplementary products

manufacture, in relation to a product, means to make up, prepare, produce, or
process the product for the purposes of sale, and includes the packaging of the
product in a container for the purposes of sale

Minister means the Minister who, under the authority of any warrant or with
the authority of the Prime Minister, is for the time being responsible for the ad-
ministration of this Act

Ministry means the department of State that, with the authority of the Prime
Minister, is responsible for the administration of this Act

named condition has the meaning given to it in section-42C 6B
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natural health-and-supplementary product has the meaning given to it in
section 6

natural substance, for the purposes of this Act, means any substance or class
of substance listed in Schedule 1

new substance means a natural substance that is not a permitted substance

notified natural health-and-supplementary product means a natural health
and-supplementary product for which a product notification has been comple-
ted

parenteral infusion means the gradual introduction of fluid into the human
body by means other than the alimentary canal

permitted natural health product means a natural health product that con-
tains only permitted substances

permitted-ingredient substance means any-substanee-that-is,-or-belongsto-a
elass-ef substanee;listed-in-Sehedule-1-and natural substance declared by the

Authority under section-20 31 to be a permitted-ingredient substance

prescribed manner means the manner prescribed in regulations

product notification means the product notification required under section
43 20

product notifier, in relation to a natural health-and-supplementary product,
means the person identified as the product notifier under section-44A 6A

recognised authority means a person or body for the time being declared to be
a recognised authority under section-9 47

regulations means regulations made under this Act

regulatory principles means the principles relating to the regulation of permit-
ted natural health products set out in section 17

scientific evidence means evidence derived from either or both of the follow-
ing sources:

(a)  empirical studies:
(b)  repeatable experiments

traditional evidence means evidence of traditional use of a substance based on
knowledge, beliefs, or practices passed down from generation to generation

use, in relation to a product, includes—
(a)  consumption of the product; and
(b)  being administered the product:

valid product notification, in relation to a natural health product, means a
product notification that—
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(a) has been completed in accordance with section 20 and in the manner
specified by the Authority (see section 51); and
(b) has not been cancelled or suspended.
6 Definition of natural health-and-supplementary product
(1) Natural health-and-supplementary product means;—subjeet-to-subsection
{2); any product that—
(a) 1is, er-appears-to-be_or is represented as having been, manufactured—
(i)  for human use; and
(i1))  for the primary purpose of bringing about a health benefit to the
person who uses the product; and
(b) contains, or is represented as containing, only natural substances; and
) . ] tod 5 ]
)  seetion-22(2)(b)(i)-apphies;or
i)  theproductisa-dietary supplement and
(c) isnot, or is not presented as, a food-; and
(d) isnot, or does not contain,—
(1) a medicine listed in Schedule 1 of the Medicines Regulations
1984: or
(ii)) a psychoactive substance within the meaning of section 9 of the
Psychoactive Substances Act 2013.
()
(3) In subsection (1), food means anything that is ordinarily used or represented
for use as food or drink for human beings.
6A  Product notifier
(1) In the case of a natural health product that is manufactured in New Zealand.—
12 324—2/SOP No 0
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(a) the product notifier is the manufacturer of the product; but

(b) if the manufacturer manufactures the product on behalf of another per-
son, the product notifier is that other person.

In the case of a natural health product that is manufactured in a country other
than New Zealand,—

(a) the product notifier is the person who imports the product into New Zea-
land; but

(b) if the person imports the product on behalf of another person, the prod-
uct notifier is that other person.

A product notifier of a natural health product must be resident in New Zealand

within the meaning of section YD 1 or YD 2(1)(a) of the Income Tax Act 2007.

Named conditions

In this Act, named condition means any disease, disorder, condition, ailment,
or defect that is listed or described in the International Statistical Classification

of Diseases and Related Health Problems (the 1CD) published by the World
Health Organization, as amended from time to time by that organisation.

The Authority must arrange for—

(a) areasonable number of copies of the ICD to be made available for in-
spection free of charge at places in New Zealand specified by the Au-

thority; and

(b) if the ICD has been amended, the most up-to-date version of it to be
made available in accordance with paragraph (a); and

(c) at any time that the most up-to-date version of the ICD is not available
free of charge on the Internet, copies of the most up-to-date version of
the ICD to be made available for purchase at a reasonable price.

The ICD or any amendment to the ICD does not have effect until it is made
available for inspection in accordance with subsection (2).

The ICD is a disallowable instrument, but not a legislative instrument, for the
purposes of the Legislation Act 2012 and must be presented to the House of
Representatives under section 41 of that Act.

Act binds the Crown
This Act binds the Crown.
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18  Whennewproeductnotificationneeded
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Part 2

Regulation of natural health products

Subpart 1—Manufacture of natural health products

Licence to manufacture natural health products

A person must not manufacture a natural health product without a licence to
manufacture granted under section 9.

Subsection (1) does not apply to a person who makes a natural health prod-
uct in the circumstances described in section 18.

A person who knowingly manufactures a natural health product in contraven-
tion of subsection (1) commits an offence and is liable to a fine not exceed-
ing—

(a)  $250,000, in the case of a body corporate:

(b)  $50.,000, in the case of an individual.

Application for licence to manufacture

An application for a licence to manufacture natural health products must be
made to the Authority in the manner specified by the Authority (see section

51).

The Authority may grant a person a licence to manufacture natural health prod-
ucts if—

(a) the Authority is satisfied that the manufacturing facilities meet the re-
quirements of the code; and

(b) the Authority is satisfied that the person is a fit and proper person to hold
the licence.

In determining whether a person is a fit and proper person to hold a licence to
manufacture, the Authority must take into account the following:

(a) any conviction of the person or any director or manager of the person for
any offence involving or relating to the manufacture of any product for
human consumption:
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(b) whether there has in the past been a serious or repeated failure by the
person to comply with any requirement under this Act:

(c) whether there are other grounds for considering that the person is likely
in the future to fail to comply with those requirements:

(d) any other matters that the Authority considers relevant.

A licence to manufacture remains in force for 5 years after the date that it is
granted, unless—

(a) the Authority specifies a shorter period for the licence; or
(b) itis earlier revoked.

Conditions of licence

It is a condition of a licence to manufacture that the licence holder must at all
times comply with the code.

The Authority may, when granting a licence to manufacture, impose other con-
ditions on the licence as the Authority thinks fit.

Audits of manufacturing facilities

This section applies to any manufacturing facility—

(a) in which a natural health product is being manufactured under a licence
to manufacture; or

(b) inrespect of which an application for a licence to manufacture is made.

For the purpose of assessing whether the manufacturing facility complies with

the code and, if applicable, any conditions of the licence to manufacture, the
Authority may do 1 or both of the following:

(a)  conduct audits of the manufacturing facility at any time:

(b) to the extent that the Authority considers applicable, recognise any audit
of the manufacturing facility conducted by another person under another
enactment or for another purpose.

The Authority may conduct an audit of the manufacturing facility in any man-
ner that the Authority considers appropriate and consistent with the regulatory

principles.

Authorised person may enter manufacturing facility and take samples in
specified circumstances

The Authority may authorise a person to enter a manufacturing facility during
the normal business hours of that facility and exercise any power set out in this

section for the purpose of—

(a) assessing an application for a licence to manufacture; or

(b) assessing whether the manufacturing facility is complying with the code
or any conditions of the licence to manufacture.
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For the purpose of subsection (1)(a) or (b). an authorised person may—

(a)  open containers and packages and inspect the contents:

(b) request, gather, or secure evidence, take samples of natural health prod-
ucts or their ingredients, water, air, or any substance, and test or analyse
or arrange for the testing and analysis of such samples:

(c) inspect, inquire about, or copy any documents or other records, includ-
ing records in an electronic form, relating to the obligations imposed
under this Act or regulations:

(d) remove any documents or other records, including records in an elec-
tronic form, from the place for the purposes of copying such documents

or records.

An authorised person must provide to the person in charge of the facility—

(a) evidence of his or her authorisation when the authorised person first en-
ters the facility, and at any later time at the request of the person in

charge; and
(b) alist of any items that have been removed from the facility.

The Authority must ensure that—

(a) any items (other than a sample) that have been removed from the facility

under this section are retained only for as long as is necessary to achieve
the purpose for which they were removed; and

(b) any property (other than a sample) that has been removed is maintained
cared for, and secured during the period of its removal.

An authorisation under subsection (1) must be in writing and contain—

(a) areference to this section; and

(b) the full name of the person authorised; and

(c) a statement of the powers conferred on that person under this section;
and

(d) the reasons for entering the manufacturing facility.

For the purposes of subsection (1), enter a manufacturing facility includes

to go on, into, under, or over the manufacturing facility.
Compare: 1997 No 87 s 64

Authority may issue compliance notice

The Authority may issue a compliance notice to any person whose manufactur-
ing facility has been audited under section 11 requiring the person to do, or
refrain from doing, within a specified time, a particular thing that affects the
person’s compliance with the code or any condition of the person’s licence to
manufacture.
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Deemed compliance with code

A manufacturing facility in which natural health products are manufactured
under a licence granted by a recognised authority is deemed to be compliant
with the code unless the Authority has reasonable grounds to believe that the

manufacturing facility does not comply with the code.

Authority may revoke or suspend licence for non-compliance with code

The Authority may revoke or suspend a licence to manufacture if, after con-

ducting an audit of the manufacturing facility or considering any audit recog-
nised under section 11(2)(b). it is satisfied that the holder of the licence has

failed to maintain compliance with the code or any condition of the licence.
The maximum period of any suspension under this section is 90 days.

Subpart 2—Natural health products for sale or export

Requirements for natural health products for sale or export

Requirements for natural health products for sale or export

A natural health product must not be sold or offered for sale in New Zealand or
exported unless—

(a) itis a permitted natural health product (contains only permitted substan-
ces); and

(b) it has a valid product notification or is a product referred to in section
18.

See section 38 (which sets out offences relating to the sale or export of nat-
ural health products).

Regulatory principles for regulation of permitted natural health products

Regulatory principles

The regulation of permitted natural health products is based on the following
principles:
that permitted natural health products should be fit for human use:

tionate to the risks associated with their use:

(a)
(b) that the regulation of permitted natural health products should be propor-
(c)

that permitted natural health products should be accompanied by infor-
mation that—

(1)  isaccurate; and

(ii)  tells consumers about any risk, side effects, or benefits of using
the product:

(d) that health benefit claims made for permitted natural health products
should be supported by scientific or traditional evidence.
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2)

Subsection (1) does not confer any legal right that is enforceable in a court of
law.

Permitted natural health products that do not require product notification

Permitted natural health products that do not require product notification

The following natural health products do not require product notification:

(a) any permitted natural health product that—

(i) is made by a person claiming to be available for consultation by
other persons for therapeutic purposes (within the meaning of sec-

tion 4 of the Medicines Act 1981): and

(i1)  is made by the person to be administered to an individual after the
person is requested by or on behalf of the individual to use his or

her own judgment as to the treatment required; or

(b) any permitted natural health product or any category of that product that
is exempted under section 19; or

(c) any permitted natural health product in which the active ingredient is in
a concentration of not more than 10 parts per million.

Authority may exempt permitted natural health products from product
notification

The Authority may, by notice in the Gazette, exempt a permitted natural health
product or category of that product from the requirements of section 20.

The Authority must not exempt a permitted natural health product under this
section unless the Authority is satisfied that—

(a) compliance with section 20 would be impractical or unreasonable in
the circumstances; and

(b) exempting the product is consistent with the principle in section
17(1)(b).

The Authority must not exempt a category of permitted natural health product
under this section unless—

(a) it has considered advice from the advisory committee on the exemption;
and

(b) the Authority is satisfied that there is no risk to public health in exempt-
ing that category.

A notice under subsection (1)—

(a) is adisallowable instrument, but not a legislative instrument, for the pur-
poses of the Legislation Act 2012 and must be presented to the House of
Representatives under section 41 of that Act:

(b) must include the reasons of the Authority.
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Product notification

Product notification

A product notification is required for any permitted natural health product (oth-
er than a product to which section 18 applies) that is for sale or to be offered
for sale in New Zealand or exported.

The product notification must be completed by the product notifier in accord-
ance with this section and in the manner specified by the Authority (see sec-

tion 51).

For the purposes of this section, evidence means either of the following types
of evidence, each of which must be consistent with any prescribed standard:

(a) scientific evidence:
(b) traditional evidence.
Before completing the product notification, the product notifier must make
available on an Internet site, in respect of each health benefit claim made for

the product, a summary of the evidence that the product notifier relies on to
support the claim.

The product notification is complete when—

(a) the product notifier has provided—
(i) information, in the manner specified by the Authority (see sec-
tion 51), relating to the name of the product, the product details,

the product notifier, the manufacturer, and any health benefit
claims made for the product; and

(ii)  any information required by regulations; and

(b) the product notifier has provided a declaration that—

(i)  the information provided is complete and accurate; and

(ii))  the product notifier is able to provide, at the Authority’s request,
evidence to support the health benefit claims made for the prod-
uct; and

(¢) the product notifier has paid the applicable fee.

The product notifier must,—

(a) if requested by the Authority, provide the Authority with the evidence
referred to in subsection (5)(b)(ii); and

(b) if the manufacturer of the product is not in New Zealand and is not listed
on the database, satisfy the Authority that the manufacturer complies
with the code after providing any documentation or information required
by the Authority.
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Restrictions on health benefit claims relating to named conditions

A product notifier must not include in the product notification of a permitted
natural health product any health benefit claim that relates to a named condi-
tion unless it is an allowable claim.

A product notifier must not include in or attach to the summary of evidence re-
quired under section 20 any health benefit claim that relates to a named con-

dition unless it is an allowable claim.

No person may make, on the label of a permitted natural health product or in
any advertisement for the product, any health benefit claim that relates to a

named condition unless it is an allowable claim.

No person may make, on the label or in any advertisement for a permitted nat-
ural health product referred to in section 18(b) or (c). any health benefit
claim that relates to a named condition except as provided in regulations.

A product notifier who knowingly contravenes subsection (1) or (2) com-
mits an offence and is liable to a fine specified in subsection (7).

A person who knowingly contravenes subsection (3) or (4) commits an of-

fence and is liable to a fine specified in subsection (7).

The fine for the commission of an offence under this section is—
(a)  $250,000, in the case of a body corporate:
(b)  $50.000, in the case of an individual.

In subsection (3), advertisement has the meaning given to it by section
42(4).

Subsection (3) does not apply to any permitted natural health product refer-
red to in section 18(b) or (c).

Authority may determine allowable claims

The Authority may, on its own initiative or on application by any person.—

(a) determine, in accordance with subsections (2) and (3), that a health
benefit claim for a permitted natural health product or class of that prod-
uct may relate to a named condition or class of named condition; or

(b) determine, in accordance with subsection (4), that 1 or more health
benefit claims may relate to a named condition or class of named condi-
tion.

In determining whether a health benefit claim for a permitted natural health
product or class of that product may relate to a named condition, the Authority
must—

(a)  be guided by the regulatory principles; and

(b) consider, subject to subsection (3).—
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(i)  the nature and quality of the evidence provided in support of the
claim; or

(ii))  if the Authority is determining the matter on its own initiative, the
nature and quality of the evidence before the Authority:; and

(c) be satisfied that the level of risk associated with use of the product or
class of product is low.

If any traditional evidence provided to or before the Authority in support of a
health benefit claim is a reference to information contained in an approved
pharmacopeia,—

(a) the Authority must accept the reference as evidence if satisfied that the
information to which it refers is relevant to the health benefit claim; and

(b) subsection (2)(b) does not apply to the evidence.

In determining whether 1 or more health benefit claims may relate to a named
condition or class of named condition, the Authority must—

(a)  be guided by the regulatory principles; and

(b) be satisfied that the level of risk associated with allowing the health
benefit claim or claims to be made is low.

The Authority must publish on an Internet site maintained by or on behalf of

the Ministry—

(a) alist of allowable claims determined under subsection (1)(a) and the
permitted natural health product or class of that product for which each
claim is made; and

(b) alist of allowable claims determined under subsection (1)(b) and the
named condition or class of named condition to which the claim or
claims may relate.

An application under this section must be made in the manner specified by the
Authority (see section 51).

Audit of product notifications

Authority may audit product notifications

The Authority may at any time audit any product notification or class of prod-
uct notification.

The audit may be conducted in any manner that the Authority considers appro-
priate and consistent with the regulatory principles.

Suspension and cancellation of product notification

Grounds for suspension of product notification

The Authority may suspend a product notification of a permitted natural health
product if—
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the Authority has reasonable grounds to believe that the product has
caused, is causing, or is likely to cause any harm to any person; or

E

(b) the Authority has reasonable grounds to believe that the product notifier
has provided false, misleading, or incomplete information in the product
notification; or

(c) the Authority has reasonable grounds for concern because of new infor-

mation about the safety, quality, health benefit claims, or manufacturing
standards of the product.

If the Authority decides to suspend a product notification, it must notify the
product notifier in writing of—

(a) the date that the suspension takes effect, being the date of the notice or a
date specified in the notice; and

(b) the period of suspension (being a period of up to 90 days); and

(c) the reason for the suspension.

Effect of suspension of product notification

If a product notification for a permitted natural health product is suspended, the
product notifier—

(a) must take all reasonable steps to ensure that the product is not sold by
any person on and from the date that the suspension takes effect; and

(b) must not complete another product notification for the product during
the period of suspension.

Cancellation or reinstatement of product notification

Before the period of suspension ends, the Authority must—

(a) decide whether to cancel or reinstate the product notification for the per-
mitted natural health product; and

(b) give written notice of the decision to the product notifier.

A cancellation or reinstatement takes effect immediately after the end of the
period of suspension.

If a product notification is cancelled under this section, the product notifier—

(a) must ensure that the product is not sold by any person on and from the
date the cancellation takes effect; and

(b) must not complete another product notification for the product unless the
Authority is satisfied, on application by the product notifier, that the
grounds for cancellation no longer apply or any concerns of the Authori-
ty leading to the cancellation have been addressed appropriately.
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Product notifier must notify Authority of serious adverse reaction to prod-
uct

The product notifier of a permitted natural health product must notify the Au-
thority as soon as the product notifier becomes aware of any serious adverse
reaction to the product.

In this section, serious adverse reaction means any reaction that—

(a) results in hospitalisation or prolongs any existing hospitalisation:

(b) is life-threatening or fatal:

(c) results in disability or incapacity or requires intervention to prevent per-
d)

(e)

manent disability or incapacity:

results in any congenital abnormality:

is a serious allergic reaction.

When new product notification needed

If, in relation to a notified natural health product, there is any change of a kind
described in subsection (2), the product notifier must, as soon as practicable,
complete a new product notification for the product that accurately reflects the
change.

The changes referred to in subsection (1) are as follows:

(a) there is a change to any of the health benefit claims made for the prod-
uct:

(b) there is a change in any of the product’s ingredients (including the
amount of any ingredient) other than—

(i)  an additive; or

(ii))  a formulation aid.

A product notifier is not required to complete a further product notification for
a notified natural health product if there is any variation in the weight, size, or
packaging of the product.

A product notifier may change the product notifier’s contact details on a prod-
uct notification without the need for a new product notification.

Product notifier may cancel product notification

A product notifier of a permitted natural health product may cancel the product
notification for the product if the product is no longer sold.

Authority mayv cancel product notification if no longer necessary

The Authority may cancel the product notification for a permitted natural
health product if it is satisfied that the product notification is no longer neces-
sary in the circumstances.
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Before cancelling a product notification under this section, the Authority

must—

(a) give notice to the product notifier that it is considering cancelling the
product notification and give reasons; and

(b) give the product notifier a reasonable opportunity to respond to the no-
tice; and

(¢) consider any submission made by the product notifier in response to the
notice.

The Authority does not have to comply with subsection (2) if, after reasona-
ble inquiry, the product notifier cannot be found.

Subpart 3—General rules relating to permitted natural health products
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Permitted substances

Permitted substances

The Authority may, for the purpose of this Act, declare any natural substance to
be a permitted substance.

The Authority may impose restrictions on the use of a permitted substance.

In considering whether a natural substance should be declared a permitted sub-
stance, the Authority—

(a) may conduct a safety assessment of the substance; and

(b) must have regard and give weight to, as it considers appropriate, the fol-
lowing:
(i)  whether a recognised authority permits the use of the substance in

a similar product and, if so, whether it imposes any restrictions on
the use of the substance:

(ii))  whether the substance is recognised in traditional medicine or
pharmacopoeias:

iii) any other matter that the Authority considers relevant in the cir-
cumstances.

Every natural substance declared to be a permitted substance must be listed on
the database along with any restrictions on the use of the substance.

A declaration made under this section must be published on an Internet site
maintained by or on behalf of the Authority.

The Authority must, as soon as practicable after making any declaration under
this section, arrange for publication in the Gazette of a notice indicating that

the declaration has been made and include in the notice details of the Internet
site on which the declaration is published.
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the same type of products as permitted natural health products.

New substances

If new substance to be used in natural health product

This section applies if a product notifier intends to use a new substance in the
manufacture of a natural health product for sale in New Zealand or for export.

The product notifier must apply to the Authority no later than 90 working days
before the product notifier intends to complete a product notification for the

product (the 90-day period).
After receiving the application, the Authority—

(a) must, as soon as practicable, notify the applicant as to whether it will
undertake a safety assessment of the new substance; and

(b) may request further evidence of the safety of the new substance from the
applicant.

If, within the 90-day period, the Authority does not raise any concern or com-
mence a safety assessment,—

(a) the new substance may be used in the product after the 90-day period;
and

(b) the applicant may, after receiving written confirmation from the Authori-
ty that the substance may be used, complete a product notification for

the product.

However, if, within the 90-day period, the Authority raises a concern and com-
mences a safety assessment, a product notification must not be completed for
the product until or unless the Authority determines that the new substance
may be used in the product.

The Authority must, when determining whether the new substance may be used
in the product, apply the criteria set out in section 31(3)(b).

If the Authority determines that the new substance may be used in the product,
the Authority must, as soon as practicable,—

(a) declare the substance to be a permitted substance in accordance with
section 31 as if that determination had been made under section 31;
and

(b) comply with section 31(4) to (6).

An application under this section must be made in the manner specified by the
Authority (see section 51).
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Labelling

Labelling

A permitted natural health product that is sold in New Zealand must comply
with the labelling requirements prescribed in regulations.

Exports

Export certificate

A product notifier may, subject to section 35, apply to the Authority for an
export certificate for a permitted natural health product.

The application must be accompanied by the fee prescribed under section 50
(if any) and the product notifier must comply with any requests for information
made by the Authority for the purposes of the application.

The Authority may grant an export certificate for a permitted natural health
product for which there is a valid product notification.

The Authority may determine the form and content of the export certificate.

An export certificate is not a guarantee that the permitted natural health prod-
uct—

(a) necessarily meets the commercial requirements of the customer; or

(b) necessarily meets the specific requirements of overseas markets.

Permitted natural health products that are animal products

Despite section 34, if a permitted natural health product is also an animal

product within the meaning of the Animal Products Act 1999, any application
for an export certificate or a similar statement for that product must be made in

accordance with that Act instead of this Act.

Authority may revoke or suspend export certificate for non-compliance
with code

The Authority may revoke or suspend an export certificate if, after conducting
an audit of the manufacturing facility or considering any audit recognised
under section 11(2)(b). it is satisfied that the holder of the certificate has
failed to maintain compliance with the code.

The maximum period of any suspension under this section is 90 days.

Transitional provisions

Application of this Act to certain products sold before commencement of
this Act

This section applies to any product that—

(a)  was sold before the commencement of this section; and
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(b) conforms to the definition of permitted natural health product in sec-
tion 5.

The product may continue to be sold after the commencement of this section if
the requirements of subsection (3) are met.

The product notifier of the product must ensure that—

(a) the product notification for the product is completed no later than 1 year
after the commencement of this section; and

(b) the product complies, no later than 2 years after the commencement of

this section, with the labelling requirements prescribed in regulations;
and

(c) the manufacture of the product complies with the requirements of this
Act (for example, licensing requirements) no later than 3 years after the
commencement of this section.

Subpart 4—Offences

Sale or export of natural health products that do not comply with section
16(1) or standards, or do not conform to product notification

A person commits an offence who sells or offers for sale in New Zealand or

exports—

(a) any natural health product that to the person’s knowledge does not com-
ply with the requirements of section 16(1); or

(b) any notified natural health product that, to the person’s knowledge, does
not meet—

(i)  the prescribed standards of evidence that apply to any health bene-
fit claims for the product; or

(ii))  applicable standards for labelling or manufacturing.

A person commits an offence who knowingly sells or offers for sale in New
Zealand or exports any notified natural health product that is different in any

way from its description in its product notification (for example, the product

label contains additional health benefit claims not included in the product noti-
fication).

A person who commits an offence against this section is liable to a fine not ex-
ceeding—

(a)  $250,000, in the case of a body corporate:

(b) $50,000, in the case of an individual.

In this section, sale includes—

(a) every method of disposition for valuable consideration, including barter;
and
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(b) disposal by way of gambling (as that term is defined in section 4(1) of
the Gambling Act 2003); and

(c) to give or distribute, in the course of business, as a sample or otherwise,
without charge.

Prohibited methods of administration

A natural health product must not be sold or offered for sale in New Zealand or
exported that is or appears to be manufactured for administration by—

(a)  injection or parenteral infusion:

(b) application to the eye.

A person who knowingly sells or offers for sale in New Zealand or exports a
natural health product in contravention of subsection (1) commits an offence

and is liable to a fine not exceeding—
(@)  $250,000, in the case of a body corporate:
(b)  $50.000, in the case of an individual.

Obstruction of authorised person

A person commits an offence who threatens, assaults, or intentionally obstructs

or hinders any authorised person who is acting in the performance or exercise
of a function, power, or duty that the person is authorised to perform or exer-

cise under section 12 or 55.

A person who commits an offence against this section is liable to a fine not ex-
ceeding—

(a)  $250,000, in the case of a body corporate:

(b)  $50.000, in the case of an individual.

Endangerment of human health

A person commits an offence who, being the manufacturer or product notifier
of a natural health product, contravenes any provision of this Act or of regula-

tions made or any notice given under this Act, knowing that the contravention
would or is likely to endanger the health of the public or the health of any indi-
vidual.

A person commits an offence who, being the manufacturer or product notifier
of a natural health product, contravenes any provision of this Act or of regula-

tions made or any notice given under this Act, knowing that the contraven-
tion—

(a) may create, directly or indirectly, a risk to human health; or

(b) may, directly or indirectly, increase the likelihood of an existing risk to
human health.

A person who commits an offence against subsection (1) is liable,—
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(a) in the case of a body corporate, to a fine not exceeding $500,000:

(b) in the case of an individual, to imprisonment for a term not exceeding 5
years and a fine not exceeding $100.000.

A person who commits an offence against subsection (2) is liable.—

(a) in the case of a body corporate, to a fine not exceeding $300,000:

(b) in the case of an individual, to imprisonment for a term not exceeding 2

years and a fine not exceeding $75.000.

Offence to publish certain advertisements relating to natural health prod-
ucts

A person must not publish or cause to be published (either on that person’s own

account or as the agent or employee of the person seeking to promote the sale)

any advertisement that—

(a) directly or by implication states or suggests that a natural health product
for sale in New Zealand may be administered by—
(i)  injection or parenteral infusion; or

(i1)  application to the eye:

(b) directly or by implication claims, indicates, or suggests that a natural
health product for sale in New Zealand—

(i)  is a panacea or infallible; or

(i1)  is or has been used or recommended by a practitioner, nurse, or
pharmacist, or by any other person qualified to provide therapeu-
tic treatment in the course of a profession or occupation and regis-
tered under any enactment as a person so qualified, or by a person
who is engaged in study or research in relation to any of those
professions or occupations or the work performed by persons em-
ployed in those professions or occupations:

(c) includes any health benefit claim that directly or by implication states or
suggests that a natural health product for sale in New Zealand is able to

treat or can assist in the treatment of a named condition.

Subsection (1)(c) does not apply if—

(a) the health benefit claim is an allowable claim; or

(b) the health benefit claim is authorised by regulations for products referred
to in section 18(b) or (c); or

(c) the advertisement is distributed solely to persons claiming to be availa-
ble for consultation by other persons for therapeutic purposes (within the
meaning of section 4 of the Medicines Act 1981) and to persons private-
ly consulting them.

A person who contravenes subsection (1) commits an offence and is liable to

a fine not exceeding—
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(a)  $250,000, in the case of a body corporate:
(b) $50,000, in the case of an individual.

In subsection (1).—

advertisement means any words, whether written, printed, or spoken, and any
pictorial representation or design used or appearing to be used to promote the
sale of any natural health product and includes any trade circular, any label,
and any advertisement in a trade journal

publish means—

(a) insert in any newspaper or other periodical publication printed or pub-
lished in New Zealand; or

(b) send to any person by post or otherwise; or

(c) deliver to any person or leave upon premises occupied by any person; or

(d) bring to the notice of the public in New Zealand by broadcasting within
the meaning of the Broadcasting Act 1989; or

(e) bring to the notice of the public in New Zealand in any other manner.

Deception and false representation

A person commits an offence who, with intent to deceive and for the purpose
of obtaining any material benefit or avoiding any material detriment,—

(a) represents that a product is a natural health product, permitted natural
health product, or notified natural health product when it is not; or

(b) makes any false or misleading statement or any material omission in any
notification, application, record, or summary of evidence required under

this Act: or

falsifies, removes, misuses, alters, misapplies, misrepresents, or fails to
apply any label of a permitted natural health product: or

D

(d) misrepresents, substitutes in whole or in part, adulterates, or otherwise
tampers with any notified natural health product so that it no longer
matches or complies with its description, label, product notification, or
health benefit claims; or

(e) falsifies, alters, or misapplies any notification, notice, licence, certificate,
or declaration attached or relating to a natural health product, or tampers
with a natural health product that is subject to such notification, notice,
licence, certificate or declaration; or

(f)  destroys, cancels, conceals, alters, obliterates, or fails to provide any
document, record, or information required to be kept, published, or com-
municated under this Act; or

(g) alters a label of a permitted natural health product to cause it to no lon-
ger comply with any labelling requirement in regulations; or
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(h) falsifies, removes, suppresses, or tampers with any samples, test proced-
ures, test results, or evidence taken under this Act; or

(i)  aids, abets, incites, counsels, procures, or conspires with any other per-
son to commit an offence under this section.

A person who commits an offence against subsection (1) is liable,—
(a) in the case of a body corporate, to a fine not exceeding $250,000:

(b) in the case of an individual, to imprisonment for a term not exceeding 5
years and a fine not exceeding $50,000.

Subpart 5—Appeals

Appeals committee

This section establishes the Natural Health Products Appeals Committee.

The appeals committee must consist of 3 members, each appointed by the Min-
ister on any terms and conditions that the Minister thinks fit.

The function of the appeals committee is to determine appeals against deci-
sions of the Authority made under this Act.

The appeals committee may, subject to section 45 and any provision in the
regulations relating to the conduct of its proceedings, regulate its own proced-

ure.

Appeals
A person who is a party to a decision of the Authority under this Act may ap-
peal against that decision to the appeals committee.

The appeal—

(a) must be lodged with the appeals committee by way of notice of appeal in
accordance with the procedure (if any) prescribed in regulations:

(b) must be lodged within 20 working days after notice of the decision is
communicated to the appellant, or within any further time that the ap-

peals committee allows on an application made before or after the period
expires.

A decision of the Authority against which an appeal is lodged continues in
force unless the appeals committee orders otherwise.

An appeal to the appeals committee must be heard as soon as is reasonably
practicable after it is lodged.

An appeal is by way of rehearing.

On hearing the appeal, the appeals committee may—

(a)  confirm, reverse, or modify the decision appealed against; and
(b) make any other decision that the Authority could have made.
The appeals committee must not review—
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(a) any part of a decision not appealed against; or

(b) any decision not appealed against at all.

An appeal against a determination of the appeals committee on a question of
law only may be made to the High Court in accordance with the rules of court.

Subpart 6—Natural Health Products Regulatory Authority

Natural Health Products Regulatory Authority
This section establishes the Natural Health Products Regulatory Authority.
The Authority is the Director-General of Health.

The office of the Authority must be administered by the Ministry of Health.

Authority may declare recognised authorities

The Authority may, by notice in the Gazette, declare a person or body to be a
recognised authority—

(a) for a specified purpose under this Act or a provision of this Act; and

(b) for a specified period or not.

Before declaring a person or body to be a recognised authority, the Authority
must be satisfied that the person or body (whether in New Zealand or any other

country)—

(a) makes decisions in respect of similar products that require the person or
body to assess conformity against, or compliance with, standards that are

equivalent to or more robust than those under this Act: or

(b) is engaged in an area of work that requires the person or body to assess
conformity against, or compliance with, standards that are equivalent to
or more robust than those under this Act.

In this section, similar products means products that (however described) the

Authority considers are the same type of products as natural health products or
permitted natural health products.

Natural Health Products Advisory Committee

The Authority must establish an advisory committee to provide expert advice
to the Authority on matters referred to it by the Authority.

The advisory committee must consist of not more than 8 members.
The Authority may, in accordance with this section,—

(a) appoint a person to be a member or chairperson of the advisory commit-
tee: and

(b) terminate the advisory committee or the appointment of a member or
chairperson of the committee.
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The Authority must consult the Minister before making any appointment to the
advisory committee.

Each member of the advisory committee may be appointed on any terms and
conditions that the Authority thinks fit.

In appointing members of the advisory committee, the Authority must—

(a) take into account the need for members to have among them a breadth of
experience and expertise in, and depth of knowledge in, areas of know-
ledge that relate to or are relevant to natural health products:

(b) ensure that there is at least 1 member with experience, expertise, and
depth of knowledge in manufacturing:

(c) ensure that there is at least 1 member with experience, expertise, and
depth of knowledge in science.

The Authority may give terms of reference—

(a) on the advice that the advisory committee is to provide to the Authority;
and

(b) on the use of external experts to assist the advisory committee.

The advisory committee may, subject to any provision in this Act, the regula-
tions, and the terms of reference, determine its own procedures.

Code of practice

Code of practice for manufacture of natural health products

The Authority must establish a code of practice for the manufacture of natural
health products.

The code must come into force no later than 1 year after the commencement of
this section.

In developing the code and any amendments to the code, the Authority must—

(a)  be guided by the regulatory principles:

(b) comply with any prescribed requirements relating to the content of the
code:

(c) consult persons or organisations that the Authority considers likely to be
affected by the code.

The Authority must ensure that the code, and every amendment to it.—
(a)  specifies the date on which it takes effect:

(b) is published on an Internet site.
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Fees

Authority may prescribe fees

The Authority may, by notice in the Gazette, prescribe fees payable in respect
of any notification, application, notice, certification, or audit under this Act.

Before prescribing a fee under this section, the Authority must consult any per-
son or organisation that it considers to be representative of the interests of per-
sons likely to be substantially affected by the proposed fee.

The Authority must take all reasonable steps to ensure that the direct and indi-
rect costs of the Authority in administering this Act that are not provided for by
money that is funded by the Crown for the purpose are recovered under this
section.

In determining the most appropriate method of cost recovery, the Authority
must take into account, as far as is reasonably practicable, the following cri-
teria:

(a) equity, in that funding for a particular function, power, or service, or a
particular class of function, power, or service, should generally, and to
the extent practicable, be sourced from the users or beneficiaries of the
relevant functions, powers, or services at a level commensurate with
their use of or benefit from the function, power, or service:

(b) efficiency, in that costs should generally be allocated and recovered in
order to ensure that maximum benefits are delivered at minimum cost:

(c) justifiability, in that costs should be collected only to meet the actual and
reasonable costs (including indirect costs) of the provision or exercise of
the relevant function, power, or service:

(d) transparency, in that costs should be identified and allocated as closely

as practicable in relation to tangible service provision for the recovery
period in which the service is provided.

This section does not require a strict apportionment of the costs to be recovered
for a particular function or service based on usage.

Without limiting the way in which fees may be set under this section, a fee may
be set at a level or in a way that—

(a) is determined by calculations that involve an averaging of costs or po-
tential costs:

(b) takes into account costs or potential costs of services (that are not direct-
ly provided to the person who pays the fee but that are an indirect or po-
tential cost) arising from the delivery of the service to a class of persons
or all persons who use the service.

A notice prescribing a fee or fees under this section is a disallowable instru-
ment, but not a legislative instrument, for the purposes of the Legislation Act
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2012 and must be presented to the House of Representatives under section 41
of that Act.

(8)  For the purpose of ensuring that any fee prescribed under this section is propor-
tionate to the cost of the activity to which it relates, the Authority must, no later
than 3 years after the commencement of this Act,—

(a) conduct a review of the fees prescribed; and

(b) publish the outcome of the review on an Internet site maintained by or
on behalf of the Authority.

Manner in which product notification and certain applications to be made

51 Manner in which product notification and certain applications must be
made

(1)  The Authority must, by written notice, specify—

(a) the manner in which a product notification must be completed, including
the manner in which information referred to in section 20(5)(a)(i)

must be provided:

(b) the manner in which an application under section 9, 22, 32, or 56
must be made.

(2) A notice under subsection (1) must—
(a) state the date on which it takes effect; and

(b) be published on an Internet site maintained by the Authority.

Natural health products database

52 Natural health products database

The Authority must establish and maintain a natural health products database.

Other powers of Authority

Statement by Authority

The Authority may, for the purpose of protecting the public, publish statements
relating to—

= &

natural health products of any description: or

(a)

(b) any matter contained or implied in advertisements, either generally or in
any particular advertisement, or any class or classes of advertisement re-
lating to natural health products of any description.

(2) Every statement published under this section is protected by qualified privil-
ege.
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Recall of natural health products

If the Authority has good reason to believe that a natural health product is not
fit for its intended purpose. or is mislabelled or incorrectly identified, the Au-
thority may, by written notice, require the product notifier or manufacturer of
the product to—

(a) arrange for the recall of the product (for example, by issuing recall noti-
ces to retailers and consumers); and

(b) arrange for the disposal of the product or, if appropriate, relabel the
product.

The notice may specify the time and manner by which the product notifier or

manufacturer must comply with the notice.

The product notifier or manufacturer, as the case may be, must advise the Au-
thority as soon as practicable—

(a) of the manner and time in which the product notifier or manufacturer
proposes to comply with the notice, unless those matters are already spe-

cified in the notice: and

(b) when the notice has been complied with.

A person who fails to comply with the notice commits an offence and is liable
to a fine not exceeding—

(a)  $250,000, in the case of a body corporate:
(b)  $50.000, in the case of an individual.

Delegation

The Authority may, as he or she thinks fit, delegate to any person any of his or
her powers, functions, or duties under this Act.

A delegation under subsection (1)—

(a) may be made subject to any conditions or restrictions that the Authority
thinks appropriate:
(b) may be made generally or in any particular case:

(c) does not prevent the Authority from exercising any power or carrying
out any function or duty:

does not affect the responsibility of the Authority for the actions of any
person acting under delegation.

e

A person who is delegated any powers. functions, or duties under subsection

may, with the prior written approval of the Authority, delegate those
powers, functions, or duties to any other person:

e EP

may, subject to any conditions or restrictions, exercise those powers or
carry out those functions or duties in the same manner and with the same
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effect as if they had been conferred on that person directly by this Act
and not by delegation.

Every person purporting to act under any delegation under subsection (1) is,
in the absence of proof to the contrary, presumed to be acting in accordance
with the terms of the delegation.

Authority may declare product to be natural health product or permitted
natural health product

The Authority may, on application by any person, declare a product or class of
product to be a natural health product if—

(a) the Authority is satisfied that the product falls within the definition of
natural health product in section 6; and

(b) the Authority is satisfied, after considering the circumstances and any
applicable regulatory regime, that a declaration is necessary to provide
clarity to the applicant and any industry likely to be affected.

The Authority may, on application by any person, declare a product or class of
product to be a permitted natural health product if—

(a) the Authority is satisfied that the product falls within the definition of
permitted natural health product in section 5; and

(b) the Authority is satisfied, after considering the circumstances and any
applicable regulatory regime, that a declaration is necessary to provide
clarity to the applicant and any industry likely to be affected.

The Authority may refuse to make a declaration if it is not satisfied that the
product falls within the definition of natural health product or, as the case may

require, permitted natural health product or for any other reason.

Before making any decision under this section, the Authority must refer the

matter to the advisory committee and take into account any advice from the
committee.

An application for a declaration must be made in the manner specified by the
Authority (see section 51).

The declaration must be published on an Internet site maintained by or on be-
half of the Authority.

The Authority must, as soon as practicable after making the declaration, ar-
range for publication in the Gazette of a notice indicating that the declaration

has been made and include in the notice details of the Internet site on which the
declaration is published.
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Subpart 7—Miscellaneous

Regulations

57  Regulations
(1) The Governor-General may, by Order in Council made on the recommendation

of the Minister, make regulations—

(a)
(b
(©)

(d)

D

EE & B

EBE

EE

B

adding a substance or class of substance to Schedule 1 if the Minister
is satisfied that the substance or class of substance is safe for use in a
natural health product:

omitting a substance or class of substance from Schedule 1:

amending a description of any substance or class of substance listed in
Schedule 1:

amending Schedule 2 by—

(i) adding a pharmacopoeia to, or removing a pharmacopoeia from,
the schedule:

(i) amending a description of any pharmacopoeia listed in the sched-
ule:

prescribing, in relation to a natural health product referred to in section
18(b) or (c). requirements or restrictions relating to health benefit
claims that may be made on the label of the product:

prescribing requirements or restrictions relating to health benefit claims
that may be made on the label of any natural health product:

prescribing requirements relating to advertisements for natural health
products or different classes or types of natural health products:

prescribing standards for scientific evidence or traditional evidence:

prescribing the information that must be provided by the product notifier
or applicant for the purposes of any application or matter under this Act:

prescribing the criteria by which new substances will be assessed:

prescribing requirements for the labelling of natural health products:
prescribing requirements relating to the manufacture of natural health
products, including requirements relating to the content of the code:

prescribing the procedure and conduct of appeals to the appeals commit-
tee:

prescribing requirements relating to access to the database, and any other
requirements relating to the use of the database:

prescribing any requirements relating to the procedure of the advisory
committee:
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(p) providing for any other matters contemplated by this Act, necessary for
its administration, or necessary for giving effect to any provision of this
Act.

Before recommending that regulations under any of paragraphs (f) to (p) of

subsection (1) be made, the Minister must consult any person or organisation

that the Minister considers to be representative of the interests of persons likely
to be substantially affected by the regulations.

The Minister must carry out the consultation process set out in subsection (4)
before—

(a) recommending the addition of a substance or class of substance to, or the
omission of a substance or class of substance from, Schedule 1:

(b) recommending the addition of a pharmacopoeia to, or the removal of a
pharmacopoeia from, Schedule 2:

(c) recommending that regulations under subsection (1)(e) be made.

The consultation process requires that the Minister—
(a) publish a notice in the Gazette—

(i)  setting out the proposed recommendation and the reasons for it;
and

(ii)  inviting submissions on the recommendation to be made by a date
no sooner than 21 days after the date of the notice; and

(b) consider the submissions (if any) on the proposed recommendation.

In deciding whether to recommend the making of any regulations under sub-

section (1)(e). the Minister must have particular regard to the principle that

the regulation of permitted natural health products should be proportionate to
the risks associated with their use.

Review of Act

Minister must review Act

The Minister must, no later than 5 years after the commencement of this Act,—

(a) conduct a review of the policy and operation of this Act; and

(b) prepare a report of the review and present a copy of the report to the
House of Representatives.

Amendment to Food Act 2014

Amendment to Food Act 2014
Section 60 amends the Food Act 2014.
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Section 9 amended (Meaning of food)
In section 9(1)(c)(iii), after “within the meaning of the Misuse of Drugs Act

1975).” insert “any natural health product within the meaning of the Natural
Health Products Act 2011.”.

Amendments to Medicines Act 1981

Amendments to Medicines Act 1981
Sections 62 to 66 amend the Medicines Act 1981.

Section 2 amended (Interpretation)

In section 2(1), repeal the definition of herbal remedy.

In section 2(1), insert in its appropriate alphabetical order:

natural health product has the meaning given to it by section 6 of the Nat-
ural Health Products Act 2011

Section 3 amended (Meaning of medicine, new medicine, prescription
medicine, and restricted medicine)

In section 3(1)(c)(1), after “a medical device”, insert “or natural health prod-
uct”.

Section 28 repealed (Exemptions in respect of herbal remedies)

Repeal section 28.

Section 31 amended (Exemptions for agents and employees)
Repeal section 31(1)(c).

Section 42 amended (Duty of importer and manufacturer to have and pro-
duce specifications of medicines)

In section 42(1), delete “other than a herbal remedy”’.

Amendment to Psychoactive Substances Act 2013

Amendment to Psychoactive Substances Act 2013

Section 68 amends the Psychoactive Substances Act 2013.

Section 9 amended (Meaning of psychoactive substance)
Replace section 9(3)(d) and (e) with:

(d) anatural health product within the meaning of section 6 of the Natural
Health Products Act 2011:
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Amendment to Trans-Tasman Mutual Recognition Act 1997

69 Amendment to Trans-Tasman Mutual Recognition Act 1997

Section 70 amends the Trans-Tasman Mutual Recognition Act 1997.

70  Schedule 2 amended

In Schedule 2. item relating to the Misuse of Drugs Act 1975, the Medicines
Act 1981, and the Dietary Supplementary Regulations 1985, replace “Dietary
Supplements Regulations 1985 with ‘“Natural Health Products Act 2011”".

Revocation

71 Dietary Supplements Regulations 1985 revoked
The Dietary Supplements Regulations 1985 (SR 1985/208) are revoked.
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Natural Health-and-Supplementary Products Bill Schedule 1
Schedule 1
Suitable-Natural substances
ss 5,-20(1);-22(1);46(1);47(1);(2A)
57(1), (3

Substance or class of substance

A plant or a plant material, an alga, a fungus, a mineral, or a non-human ani-
mal material

A substance or mixture of substances—

(a) obtained by expressions, extraction, distillation, purification, or a trad-
itional preparation of a material described in item 1; and

(b)  not subject to any other process involving chemical transformation

other than hydrolysis or electrolysis for-preparation-of-the-substanee-or
. e ! : Loinalf

A vitamin or provitamin, including salts and other compounds, of the follow-
ing types:

vitamin A

vitamin B1

vitamin B2

vitamin B3

vitamin B5

vitamin B6

vitamin B12

vitamin C

vitamin D

vitamin E

vitamin K

biotin

choline

folic-aeid-folate

A synthetic equivalent of any substance specified in item 2, 3, or 8
A mineral compound

A micro-organism, whole or extracted, except a vaccine

Prebioti
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Item Substance or class of substance
2 ¢ the followi ) s
An amino acid
Alanine

Fyrosine
Vahne
9 An additive
10 A formulation aid-
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Schedule 2
Approved pharmacopoeias

ss 5,12B(3);-47{1){a){e) 57(1), (3)
American Herbal Pharmacopoeia
Ayurvedic Pharmacopoeia of India
British Pharmacopoeia
British Herbal Pharmacopoeia
European Pharmacopoeia
European Scientific Cooperative on Phytomedicines (ESCOP)
German Commission E Monographs
Indian Herbal Pharmacopoeia
Pharmacopoeia of the People’s Republic of China
United States Pharmacopoeia and National Formulary
World Health Organisation Monographs on Selected Medicinal Plants
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