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By email:  
Ref:  H202205715 

Tēnā koe

Response to your request for official information 

Thank you for your request under the Official Information Act 1982 (the Act). On 27 April 2022, 
your request was transferred from the Office of Hon Andrew Little to the Ministry of Health (the 
Ministry) for a response. With reference to a Cabinet paper titled Therapeutic products 
regulatory scheme: overview and consultation on Bill exposure draft you asked for: 

“copies of the risk assessments undertaken by the Ministry of Health that enabled it to 
tell the Ministers and Cabinet that the risks associated with natural health products 
“generally” sit between foods and medicines? 

I have attached, by way of an example, the relative risks of a number of every day risks 
people are exposed to including natural health products, foods and pharmaceutical 
products which show that ‘generally’ natural health product risk profiles are much less 
than foods and even more so than pharmaceutical products.” 

We understand your reference to a 'risk assessment' to refer to an assessment conducted in 
accordance with AS/NZS ISO 31000:2009. Your request is refused under section 18(e) of the 
Act as the document requested does not exist. Such an assessment was not conducted as this 
tool is more suited to the assessment of an individual product, rather than the design of a 
regulatory regime that embeds a risk-proportionate approach to the regulation of all natural 
health products 

I note that the reference in your request on ‘relative risks of a number of everyday risks people 
are exposed to’ only relates to fatalities. This threshold would not be appropriate for developing 
a regulatory regime as a lower threshold is required. The aim is to avoid harms and illness. 

Risks associated with natural health products, including to consumer safety, were identified in 
the regulatory impact statement that accompanied the 2021 Cabinet paper seeking Cabinet 
agreement to include natural health products in the Therapeutic Products Bill (at 
https://www.health.govt.nz/system/files/documents/pages/regulatory_impact_statement_-
_regulating_natural_health_products.pdf).  

As you are aware, risks to consumer safety from natural health products may arise because of 
the inherent properties of some natural health products (eg, some vitamins and minerals are 
toxic at high doses), through their interaction with medicines a consumer may also be taking, or 
the products are known to be unsuitable or unsafe for particular demographics (eg, pregnant 
women). Assessments of risks were also informed by the Ministry’s experience overseeing the 
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Dietary Supplements Regulations and adverse reactions data from Australia and other 
international jurisdictions. 
 
A framework is being developed to provide assurance of the safety and quality of substances, 
based on assessment of risks and that are proportionate to the inherent risks of the products 
and the context for their use. Harm is also mitigated by, for example, monitoring, assessing, 
understanding and preventing adverse events, and enabling health benefit claims that are 
appropriately substantiated so that consumers can make an informed choice about the product 
they choose to use to support their health and wellbeing.   
 
The framework being developed is similar to other jurisdictions with modern comprehensive 
regimes that are also based on managing the relative and inherent risks of products combined 
with the potential for adverse consequences. Natural health products are not risk free and some 
products have inherently greater risk than others, with consequences that can be severe if not 
manufactured appropriately.  
 
I trust this information fulfils your request. Under section 28(3) of the Act, you have the right to 
ask the Ombudsman to review any decisions made under this request. The Ombudsman may 
be contacted by email at: info@ombudsman.parliament.nz or by calling 0800 802 602. 
 
Please note that this response, with your personal details removed, may be published on the 
Ministry of Health website at: www.health.govt.nz/about-ministry/information-releases. 
 
 
Nāku noa, nā  

 
 
Caroline Flora 
Associate Deputy Director-General 
System Strategy and Policy  
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