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Outline

Introduction

Therapeutic Products Bill

Medsafe & Medicines Act 1981

Dietary Supplements Regulations 1985

Regulatory Statement to Foreign 
Government
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Therapeutic Products Bill

Parliamentary process

Submissions

Timeframes

3



The Medsafe Team

Approximately 85 FTE (including Medsafe, 
MCA)
Multidisciplinary and predominantly technical 
including:

Chemists
Biochemists
Medical Drs
Pharmacists
Pharmacology
Molecular medicine
Regulatory practice and analysis
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Medicines Act 1981

Section 3; A medicine for a therapeutic purpose. Its action is 
pharmacological, immunological, or by metabolic means.

Section 4; The definition of therapeutic purpose is wide, and includes 
preventing, diagnosing, monitoring, alleviating, treating, curing, or 
compensating for, a disease, ailment, defect, or injury

Section 20; Generally, medicines must be approved before they are 
sold in New Zealand.

There are no general provisions / exemptions for natural health 
products.
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Dietary Supplements

Sit under the Food Act 2014, by administered by Medsafe.
Section 2A; a dietary supplement is normally derived from 
food
There are restrictions on labelling, preservatives, 
antioxidants, sweeteners, vitamins, minerals, enzymes.
Many, if not most, natural health products do not meet the 
definition of a dietary supplements or are not compliant 
with the above requirements.
Medsafe takes a pragmatic approach for enforcement, with 
the greatest emphasis on products with therapeutic claims, 
or scheduled substances.

6



1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

1 2 3 4

Dietary Supplements Regs

Date Author/presenter 7



Dietary Supplements Regs 
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Regulatory Statements



Helping exporters
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