10 reasons to stop this DHA1claim

Mead Johnson advert claiming that DHA-fortified formulas aid eye development. After
investigations and legal actions the eye claims are now rarely used in the USA.
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The claim conflicts with leading scientific opinion and is
highly promotional. There is no consistent peer-reviewed
independent evidence of a causal relationship between
DHA-fortified formulas and better visual acuity in term babies.
The 2007 Cochrane Library concluded: “This review found that
feeding term infants with milk formula enriched with LCPUFA had
no proven benefit regarding vision, cognition or physical growth.” 5
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The European Food Safety Authority (EFSA), which
evaluates the evidence for health claims, is not required
to look at independently-funded research. 7 The EFSA
opinions state that it could not have reached its conclusion
“without considering the studies claimed by the applicant as
proprietary.” 6

it should be made a required ingredient of infant formula in
order to reduce existing risks associated with artificial feeding.”9
The EU should remove inferior formulas from the market.
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EFSA is not required to assess the ‘risk’ of ingredients
or claims. Member States and the Commission do this in
private meetings. A 2010 10-year follow-up of babies fed of
DHA formulas found that the girls were heavier and had higher
blood pressure.10 The 98 reports made to the US Food and Drug
Administration (FDA) indicate that a subset of babies cannot
tolerate synthetic DHA enriched formulas. FDA approval for
DHA was given on condition companies carry out post-market
surveillance - which does not seem to have been done.11
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EFSA further clarified its opinions in a letter to the
European Commission six months later, stating that there
is no sound evidence to support the claim for follow-on
formulas or baby foods:“The evidence, however, does not establish
that starting DHA supplementation at 4-6 months in infants who
had received a control (DHA-free) formula in the first months of life
would have an effect on the visual development of those children...
There are no data from specific randomised control trials supporting
a benefit of DHA supplementation starting at 6 months of life in
infants fed a DHA-free formula in the first 6 months of life....” 8
The synthesised DHA added to formulas is in a different
biological environment to breastmilk, which is a speciesspecific, living substance. Formula contains no co-enzymes
or co-factors to enable the fats to work optimally. The US FDA
stated to Martek (the DHA manufacturer): “The bioactive fatty
acids ARA and DHA when consumed in mature human milk
are part of a complex matrix that includes, for example, linoleic
acid, alpha-linolenic acid, and other polyunsaturated fatty acids
...important physiologic considerations relative to the matrix are
not accounted for by the simple addition of LCPUFAs to infant
formula.” EFSA said that “none of the studies presented has
shown a benefit of either DHA alone or DHA plus ARA on visual
development as compared to the breast fed control group.” 6
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In 2007 the UK Scientific Advisory Committee on Nutrition
said: “We find the case for labelling infant formula or
follow on formula with health or nutrition claims entirely
unsupportable. If an ingredient is unequivocally beneficial as
demonstrated by independent review of scientific data it would
be unethical to withhold it for commercial reasons. Rather

On 6th Dec 2010 the EU Standing
Committee on Food Chain and Animal
Health (SCoFCAH) 2 approved the following
health claim for use on follow-on formulas 3
and baby foods: ‘DHA has a structural and
functional role in the retina and DHA intake
contributes to the visual development of
infants up to 12 months of age.’
A Resolution objecting to this claim
was passed at the Committee on the
Environment, Public Health and Food
Safety and the majority of MEPs voted to stop
the claim at the full Plenary of the European
Parliament on April 6th. 4 However this was
not an ‘absolute majority’ of all MEPs - so the
Commission can still authorise the claim.

Since 1989 the procedures governing regulations on
baby foods have been undemocratic and lacking in
transparency. They badly need updating. Member States
have asked that all ingredients are indepently evaluated and preauthorised but the Commission has refused to allow this. 12 At
the December meeting several Member States voted no, abstained
or said they did not have enough expert advice. “Three delegations
expressed the view that allowing the use of health claims on foods
intended for infants and young children, and more specifically on
follow-on formulae, could make such products more attractive
for mothers and thus could interfere with the promotion of breast
feeding and questioned their authorisation.” 2
The Health and Nutrition Claims Regulations 13 aim to
help the public make healthier decisions, not to mislead.
All parents want the best for their children and need truly
independent evidenced-based information - not claims that
highlight ingredients and mask the risks of the whole product.
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Private legal actions and investigations by the US FDA,
the Federal Trade Commission and Health Canada of the
Mead Johnson claims, described them as ‘repeated flagrant
violation of the US industry self-regulation adjudications’ and as
“unsubstantiated, unacceptable, misleading and unauthorized.”11
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EU authorisation of this claim will damage infant
health globally, especially in developing countries
where breastfeeding can be a matter of life or death.
The claim will appear on formula exports and policy makers,
assuming the EU follows the highest standards, will ‘cut and paste’
the authorisation into national laws.14

“We find the case for labelling infant formula or follow on formula with health or nutrition claims entirely unsupportable. If an ingredient is
unequivocally beneficial as demonstrated by independent review of scientific data it would be unethical to withhold it for commercial reasons.
Rather it should be made a required ingredient of infant formula in order to reduce existing risks associated with artificial feeding.”
UK Scientific Advisory Committee on Nutrition (SACN) 2007
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“The Royal College of Paediatrics and Child Health supports breast feeding as the optimal way to feed an infant. Its totally inappropriate for
infant formulas or follow on formulas to carry health or nutrition claims, which inevitably imply a health advantage over breastfeeding. Claims
are especially problematic (or misleading) when independent and well respected bodies such as the Cochrane Library have found no evidence to
support them. Since infants are a vulnerable group the safety of the ingredients is paramount, so additives should only be used if they have been
demonstrated by an independent review of scientific data to be safe and essential. Then they should be added to ALL formulas - not promoted
with a claim.”
Dr. Colin Michie, Chair of Nutrition, Royal College of Paediatrics and Child Health, 2010
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“Even if Formulaid (DHA/AHA) had no benefit we think that it would be widely incorporated into most formulas as a marketing tool and to
allow companies to promote their formula as ‘closest to human milk’.”
Hambrecht & Quist Spot Report on the Martek Bio-sciences Corporation in 1996 - when synthetic DHA was first developed commercially.
Member States are called on to “end to all forms of inappropriate promotion of foods for infants and young children and to ensure that
nutrition and health claims shall not be permitted except where specifically provided for in relevant Codex Alimentarius standards or national
9

legislation.”

						

WHA 2010 Resolution on Infant and Young Child Nutrition (63.23)
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