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Media Statement and Backgrounder Questions: 
Presence of Nanoparticles in Infant Formula in Australia 

 
Context 
In July 2017, Friends of the Earth Australia, an environmental consumer organization, 
commissioned a study with Arizona State University in the U.S. which tested seven off-the-shelf 
baby formula products and found three products contained needle-shaped hydroxyapatite 
nanoparticles. Citing a study by the European Union's Scientific Committee on Consumer 
Safety (SCCS) that concluded needle-like nano hydroxyapatite was potentially toxic and should 
not be used in oral care products such as toothpaste and mouthwash, Friends of the Earth 
called for the immediate recall of the brands affected. In response to the report, Food Standards 
Australia New Zealand (FSANZ) said they reviewed the testing and there is no new evidence to 
suggest that products be recalled, so parents should not be alarmed or concerned. 
 
Media Statement 
“There is no scientific or public health basis to recommend parents change their infant feeding 
practices based on this report,” says Mardi Mountford, President of the Infant Nutrition Council 
of America. “Safety is the top priority of infant formula manufacturers, which is why infant 
formula remains the most highly regulated food, with stringent protocols in place to ensure that 
every product meets or exceeds the expectations of consumers, health care providers and 
regulatory bodies, including the US FDA, Health Canada, the European Food Safety Authority 
and other regulatory agencies. Parents should contact their baby’s doctor if they have any 
questions about infant feeding.”   
 

 The term “nano” is strictly an indicator of microscopic size. Nanoparticles of various 
types occur naturally and commonly in the environment and can be found in many food 
products, sometimes as a result of the addition of certain ingredients and required 
nutritional components.  

 To put things in perspective, a nanometer is one one-billionth of a meter. A human hair 
has an average diameter of 80,000 nanometers. Generally recognized definitions, 
including that of the International Standardization Organization (ISO), limit the nano-
range to 100 nanometers or less. 

 Infant formula manufacturers do not add engineered nanoparticles to their products. 
Some nano-structured materials, for example resulting from the aggregation of small 
particles, might occur as a result of the traditional manufacturing processes of 
ingredients or finished products. These are not considered engineered nanomaterials, 
since they are not intentionally produced to have dimensions in the nano scale (e.g., 
nanoparticles). 

 
Questions and Answers 
Why are nanoparticles in infant formula? 
Nanoparticles are microscopic particles that can occur naturally and commonly in the 
environment. Infant formula manufacturers do not add engineered nanoparticles to formulas. 
Some nano-structured materials, for example resulting from the aggregation of small particles, 
might occur as a result of the traditional manufacturing processes of ingredients or finished 
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products. These are not considered engineered nanomaterials, since they are not intentionally 
designed to have dimensions in the nano scale (e.g., nanoparticles).  
 
As analytical technologies continue to evolve, the presence of certain substances can be tested 
at very low levels, including the nano scale. However, the very small particle size does not 
mean they are unsafe or should not be used in products.  
 
What did the test for nanoparticles find? 
Infant formula manufacturers do not add engineered nanoparticles to formulas. The test likely 
detected naturally occurring nano-sized particles in products because of the addition of certain 
ingredients and required nutritional components, such as calcium, which is needed for infants’ 
growth and development. Additionally, traditional manufacturing processes may result in the 
presence of finer, nano-sized particles. These are not the same as engineered nanomaterials, 
since they are not intentionally designed to have dimensions in the nano scale (i.e., 
nanoparticles). Small size particles are available for further digestion and absorption. To put 
things in perspective, a nanometer is one one-billionth of a meter, so something that is 100 
nanometers wide would be 1/10,000th of a width of a 1 millimeter sized grain of salt. Further, it 
should be noted that nanoparticles can be found in the majority of foods and beverages 
available to consumers and can be produced in the human body.1-6  
 
Are nanoparticles dangerous? 
No, as most nanoparticles are naturally occurring and common throughout our environment and 
the foods we eat. “Nano” is strictly an indicator of microscopic size. 
 
In the USA, the Food and Drug Administration (FDA) regulates the use of ingredients in all 
foods and considers engineered nanomaterials in its premarket reviews. Engineered 
nanoparticles are not added to infant formula. Infant formula is the most highly regulated food 
and the FDA confirms that infant formulas are safe and suitable for infants prior to their market 
introduction, including review of all ingredients added.7-8  
 
But what about the scary pictures shown in the report? 
Any image that is blown up by a million or a billion times could appear scary, even the most 
harmless and innocuous of materials. For example, a sheet of glass magnified that many times 
would appear jagged as compared to the smooth surface we perceive, but should not be any 
more worrisome as a result. Even simple foods, such as blueberries or strawberries, appear 
alien with sufficient magnification. 
 
Should there be labeling of nanoparticles? 
The FDA establishes labeling requirements for foods to ensure that meaningful and accurate 
information is provided, such as health and nutrition information. This information helps 
consumers make informed decisions about the products they purchase. The FDA does not 
require any food labels to include information about the presence of certain particles just 
because of their very small size. It is important to note that we have been eating tiny 
microscopic particles as part of our food since the advent of agriculture.  
 
What is the FDA’s stance on nanoparticles in infant formula? 
The FDA states that it will regulate nanotechnology products using the specific legal standards 
that apply to each type of product under its jurisdiction. It distinguishes products that have 
added engineered nanoparticles from those products that contain materials that naturally occur 
in the nanoscale range. The FDA considers its current safety assessment sufficiently robust and 
flexible to be appropriate for a variety of materials, including engineered nanomaterials.  



 
Optional link: http://www.fda.gov/regulatoryinformation/guidances/ucm257698 
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