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1 Introduction

nternational, EU and national regulations allow

manufacturers of breastmilk substitutes to advertise

their products to healthcare professionals providing the
information is ‘scientific and factual’. There is, however,
no mechanism to challenge whether adverts are in fact
‘scientific and factual’ in their content and presentation.
Manufacturers of breastmilk substitutes advertise their
products to healthcare professionals in magazines,
through company representatives’ information,
healthcare professional websites, at study days and via
helplines. Many of the claims made by manufacturers
are, however, not accepted by scientific bodies, the
evidence may be weak or non-existent and it may relate
to a product other than that being advertised. We

believe that this misleads healthcare professionals.

This resource aims to unpack some of the adverts that
have recently been placed in magazines aimed at
healthcare professionals, to show why everyone needs
to be extremely vigilant before accepting the claims and

information provided.

We also think that the editors of journals and magazines
should consider whether it is helpful to allow these
adverts in publications, which we are sure the editors
intend as publications which accurately inform and

update their readers.



2 Background

2.1 Regulations relating to advertising of

infant formula and follow-on formula to
health professionals

The compositional requirements for infant formula
and follow-on formula are currently determined

by the Infant Formula and Follow-on Formula
Regulations (2007) and any amendments to these
regulations'. These follow the EU Directive 2006/141/
EU. The EU Directive can be read in full at http://
eur-lex.europa.eu/legal-content/EN/TXT/PDF/
?uri=CELEX:32006L0141&from=EN

Below we summarise some of the key points that
relate to the advertising of infant formula and follow-
on formula in publications for health professionals.

Advertising is permitted in publications to health
professionals, but must be ‘scientific and factual’ in
nature. The only claims that can be made are those
included in the list of permitted claims in Annex IV of
the EU Directive. All other nutrition and health claims
are prohibited.

® ‘Nutrition claim’ means any claim which states,
suggests or implies that a food has particular
beneficial nutritional properties.

® ‘Health claim’ means any claim that states,
suggests or implies that a relationship exists
between a food category, a food or one of its
constituents and health.

Annex IV of the EU Directive allows for nutrition
claims related to lactose content, added LCP, taurine,
fructo-oligosaccharides and galacto-oligosaccharides
and nucleotides. However, these components are
considered ‘unnecessary’ additions to infant formula
and follow-on formula by EFSA (EFSA, 2014). Claims
can also be made related to products which are
designed for those with an allergy to milk protein.
However, there are a number of conditions that must
be fulfilled before a health claim can be made. These
include providing “objective and scientifically verified
data as proof to the claimed properties”.

Claims are regulated wherever they appear on

the labelling, on a website or in advertising or
presentations. It is not the case that statements
constitute claims only when they appear in headings
or banners.

T http://www.legislation.gov.uk/uksi/2007/3521/pdfs/uksi_20073521_en.pdf. Similar
regulations are in place in Scotland, Wales and Northern Ireland.

2.2 UK Guidance Notes on the Infant Formula

and Follow-on Formula Regulations

In the UK there are Guidance Notes from the
Department of Health (relevant to all four health
departments of the UK) which explain how the
regulations should be interpreted. These Guidance
Notes on the Infant Formula and Follow-on Formula
Regulations 2007 were last published in 2013 and
can be accessed at: www.gov.uk/government/
uploads/system/uploads/attachment_data/
file/204314/Infant_formula_guidance_2013_-_
final_6_March.pdf

Restrictions on advertising infant formula
(Regulation 21)

Infant formula can be advertised in scientific
publications and trade publications.

Advertisements should:

® only contain information of a scientific and factual
nature

® not imply or create a belief that bottle-feeding is
equivalent or superior to breastfeeding.

From: Appendix IV Guidance on scientific
publications and information of a scientific or factual
nature:

Regulation 21 only allows infant formula to be
advertised in scientific publications and trade
publications and puts in place controls on

the content of such advertisements. Below is
Department of Health guidance on what constitutes
a scientific publication and also guidance on the
nature of the information that can be included in
advertisements for infant formula.

Scientific publications

“Scientific publications are usually published
periodically (at regular or irregular intervals) and
aimed at academic and/or professionals in a scientific
field, such as GPs, nurses and midwives. They consist
of an aggregation of original articles by different
authors published under an umbrella title. Articles
include those that report new scientific research or
review existing scientific research. They may also
include editorials, opinion pieces and book or other
reviews dealing with a scientific theme.


http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32006L0141&from=EN
www.gov.uk/government/uploads/system/uploads/attachment_data/file/204314/Infant_formula_guidance_2013_-_final_6_March.pdf

In addition, they

® are static, rather than dynamic (i.e. the core
content is fixed at the time of publication),

® may have been assigned an ISSN.”

Content of infant formula advertisements

“Advertisements for infant formula can only include
information that is of a scientific and factual

nature (regulation 21(2)). Where that information
constitutes a nutrition or health claim, it must be
listed in the first column of Annex IV and the product
must meet the conditions specified in the second
column. All other nutrition and health claims are
prohibited. Paragraphs 32-35 provide information on
what constitutes a nutrition or health claim.

In the Departments view, to comply with this
requirement, it must be possible to support any
further information provided, that is not a nutrition
or a health claim, with an article from a peer-
reviewed scientific journal.”

2.3 Regulations relating to milks marketed for

special medical purposes

Whilst infant formula and follow-on formula have
legislation regulating the labelling and marketing of
products, specialised infant milks which fall under the
regulations for foods for special medical purposes
currently do not. These milks can be marketed to
health professionals without any restrictions, but
rules on advertising will be strengthened when

the Regulation on Foods for Specific Groups (FSG)
(609/2013) comes into force from 2016.

24 Why do breastmilk substitute

manufacturers advertise?

Companies expect advertising to produce returns

in terms of increased product sales, so the best
advertisements use images and stories to focus
attention on the ‘brand’. The primary mission of
any company is to generate profit and increase
shareholder value, and infant formula companies
use a range of techniques from direct advertising
to more subtle approaches via study days, helplines,
representative visits and conference marketing

to promote their products. Where a product is
linked into healthcare systems where advice and
recommendations may be made to consumers by
healthcare professionals, companies will attempt to
impact healthcare professionals’” decision-making
and recommendations. Advertisements for company
representatives to promote infant formula brands
highlight that this role is to “stimulate retail sales
through the promotion of infant formulas to gain
Healthcare Professionals recommendations®”.

Being able to advertise products directly to health
professionals through advertisements in magazines
and journals that aim to professionally inform and
update gives manufacturers the opportunity both to
promote their brand and to make a series of claims
that appear evidence-based and believable.

What do we already know about advertising of
breastmilk substitutes to health professionals?

A survey on the marketing, advertising and
distribution of infant formula and follow-on
formula conducted by the Food Safety Authority
Ireland (2007) reported that, where adverts for
infant formula were found in health professional
publications, they were found not to comply with
legislation. This was either because they included a
picture of an infant, or implied equivalence of their
product with breastmilk, or because some of the
information provided was not factual. Interestingly
in this study, while all advertisements found in non-
specialist magazines were fully compliant with the
legislation, all infant formula advertisements found in
Irish health professional publications were found to
be in breach of the regulations.

2 Quote from an advertisement for a company representative for a formula company seen
in 2015.



How do health professionals perceive scientific
advertisements?

Health professionals may have the skills to investigate
advertisement claims, but are unlikely to have the
time and resources to do so for every advert they
see. The references provided by manufacturers are
often in an extremely small typeface and positioned
at the bottom of the advert, the aim being that the
statements, pictures, graphs and images ‘do the
talking’. Studies have examined how those with a
heightened awareness of science (such as health
professionals) perceive advertising claims which
purport to be based on science (Dodds et al, 2008).
It was found that advertisements that

tapped into current advice and thinking were largely
believed uncritically. Science or health-based claims
for food products that were clear and that did not
contradict prior knowledge and belief were deemed
credible. This suggests that many people will take
science and health claims at face value. Most health
professionals in this study wanted simple, easy-to-
understand messages they could relate to their own
scientific knowledge. Infant formula manufacturers
use this concept to constantly promote the same
claims and ideas over time, even when these are
not agreed by expert committees. The constant
promotion of prebiotics (fructo- and galacto-
oligosaccharides) in infant formula as a means of
protecting infant health is a good example. Despite
the European Food Safety Authority refusing all
health claims for infant formula based on the
addition of prebiotics, manufacturers continue to
make these claims and many people believe this
must therefore be based on fact and science.

Health professionals want simplicity in relation to
both the visual imagery and the level of detail in
advertisements (Dodds et al, 2008) and manufacturers
support this by offering adverts for the same product
(often in the same publication) — one which is simple
and visual, and one which provides apparently much
more scientific data. The health professional can
then view the simpler advert but be reassured, by a
more complex-looking advert, that the information
they are being provided with is true.

Using graphs and images to imply scientific credibility

A study by Tal & Wansink (2014) considered how
information that has the appearance of being scientific
can increase persuasiveness. In a review for a journal on
the public understanding of science, they found that
even trivial cues can create an appearance of ‘a scientific
basis’. Simple elements such as graphs or a chemical
formula increased belief in a product’s efficacy. This
appears to be due to the association of such elements
with science, rather than this making the information
more comprehensible. People who have a belief in
science are more likely to be persuaded by information
given in graphs, and are more affected by the presence
of graphs in information provided to them. The

authors concluded that, even when evidence was not
scientifically correct or objective, trivial visual elements
can increase persuasion of efficacy. Many adverts for
breastmilk substitutes use graphs and diagrams to give
an impression of scientific validity. Often the scales on the
charts are manipulated to make differences look more
impressive than they are, and sometimes the data is not
referenced at all.

We believe more investigation is needed to consider
how health professionals view adverts for breastmilk
substitutes, and how this may potentially influence their
practice.
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3 Adverts reviewed in this resource

he adverts for breastmilk substitutes that we
have looked at in this resource were in journals
and magazines aimed at health professionals
published in 2015/2016. We have considered adverts for
the following products:
® Aptamil Profutura Follow On milk
® Cow & Gate Comfort milk
® HiPP Organic Combiotic First Infant Milk
® NANNYcare First Infant Milk
® Nutramigen Hypoallergenic Formula with LGG
® Similac Alimentum
® SMA H.A. Infant Milk
® SMA PRO First Infant Milk.
For each advert we have reviewed the claims and

statements made in light of the evidence presented (or

not presented) and current expert advice.



Advert for: Aptamil Profutura Follow On milk (Danone Nutricia Early Life Nutrition)
Advert seen in: Journal of Family Health, February 2016

T R R

INSPIRED BY
BREASTMILK
RESEARCH

NEW Aptamil Profutura Follow On milk has a composition and
structure closer to that of breastmilk'”

v~ Contains our highest ever levels of
Long Chain Polyunsaturated Fatty acids (LCPs).

v The first term formulation to include
phospholipid-bound LCPs.

v/ Contains milk Fat, providing a fatty acid profile
closer to that of breastmilk.

v Contains our unique blend of Galacto- and
Fructo-Oligosaccharides (GOS/FOS).

For further information visit: aptamilproFfessional.co.uk

OUR MOST ADVANCED FORMULATION YET.

ASBIESh  Jan 20T
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\ Summary of advert

This advert for a follow-on
milk devotes almost 60%
of the page to a picture of
a mother and baby, with

= 9"*"‘-'"*"
the words “INSPIRED BY

X Sie iy > T
BREASTMILK RESEARCH”

i
positioned centrally. Below the picture are the product
details: “NEW Aptamil Profutura Follow On milk has a
composition and structure closer to that of breastmilk”.
This statement is supported by seven references which are
included in very small type at the bottom of the advert.
There is also a picture of the product and four specific
claims, a link to the website, and the statement “OUR
MOST ADVANCED FORMULATION YET.”

Claims made, and evidence given to
support them

0 “NEW Aptamil Profutura Follow On milk has a
composition and structure closer to that of
breastmilk’"”

Evidence given to support this claim

Seven references are given to support the ‘closer to
breastmilk’ claim. Of these, five scientific articles,
published by three research groups between 1983 and
2013, consider lipids only.

The Harzer et al (1983) reference looks at changing
patterns of human milk lipids in the course of lactation.
This paper clearly makes the point that milk composition
changes are found as lactation progresses and in mothers
in different areas and concludes that, because there are
strong intra-individual differences in the composition of
breastmilk, care should be taken when taking samples of
breastmilk for analysis. This study was funded by Milupa
(@ company that merged with Nutricia), but does not in
any way support a feed of consistent composition, or this
milk, as being ‘closer to breastmilk’.

The two papers by Willatts et al (whose work was also
sponsored by Milupa) consider long chain fatty acid
supplementation in term infants through formula
supplementation and impact on IQ. The studies conclude
that there was no impact on IQ of children at 6 years

fed a supplemented formula, but small differences

were noted in 2 out of 6 parameters of just one of

the tests conducted on information processing. The
authors’ conclusion that there may be some benefit of

o [ Advert for: Aptamil Profutura Follow On milk
(Danone Nutricia Early Life Nutrition)

supplementation with long chain polyunsaturated fatty
acids is, however, not supported by EFSA (2014), who
conclude that: “The panel notes there is no convincing
evidence that the addition of LCPUFA to IF or FoF has any
benefits beyond infancy on any functional outcomes.”

The Brenna et al (2007) reference reports on the DHA
and ARA content of human breastmilk worldwide, and
Mead Johnson and Martek Biosciences (who provide fatty
acid components for infant formula) were involved in this
work. The authors provide a comprehensive list of studies
where breastmilk fat content has been analysed and
indicates significant variations in DHA content suggesting
a high degree of variability in DHA in individual samples.
It is not clear how this paper relates to Aptamil Profutura
being ‘closer to breastmilk’.

The Brenna et al (2009) reference was used by EFSA

to provide data on the upper range of DHA found in
breastmilk as part of their new recommendation that
DHA becomes a mandatory ingredient in infant formula.
Most infant formula already contain DHA, and Aptamil
First infant milk currently contains 0.01g DHA/100ml,
compared to the 0.011g/100ml in Profutura, a minimal
change that is likely to be insignificant once variations
and degradations within infant milk products are
considered. These amounts are within the range that all
milks will have to contain when new regulations come
into force in 2016.

An additional reference given to a paper by Arslanoglu et
al (2012) refers to a study on prebiotic supplementation
(reviewed below). A reference to an overview of human
milk composition by Ballard and Morrow (2013) is also
included, but it is not clear how this supports any of the
claims made, since it simply outlines the unique nutrients
and bioactive factors in breastmilk.

The statement in this advertisment that this new milk

is ‘closer to breastmilk’ is therefore not supported by
any evidence provided. EFSA has made it clear that
infant formula cannot imitate breastmilk in composition
(EFSA, 2014). The UK Department of Health Guidance
Notes (Department of Health, 2013), which explain the
current infant formula and follow-on formula regulations,
state that: “Non-mandatory text or pictures on infant
formula and follow-on formula labelling must not make
reference to ‘breastmilk’, ‘breastfeeding’, ‘moving on
from breastfeeding’ or ‘closer to/inspired by breastmilk’.
Use of such terms would not comply with Regulation 17
(2) or 18(2).”

However, a claim can be made in scientific and factual



advertising to health professionals if evidence is provided
in the form of peer-reviewed articles. If this advert were
to appear in the public domain, we could challenge the
claims made through the Advertising Standards Authority,
but this is not the case for adverts to health professionals.

“The first term formulation to include
phospholipid-bound LCPs”

Evidence given to support this claim

No explanation of benefit, or evidence, is provided for
this claim. The EFSA Scientific opinion on the essential
composition of infant formula and follow-on formulae
(EFSA, 2014) stated that, whilst there are phospholipids
naturally present in breastmilk: “there is no convincing
evidence for a beneficial effect of using LCPUFA supplied
as phospholipids in infant formula.”

The manufacturers do not explain that the source of the
phospholipid is egg, and that this is the first infant formula
or follow-on formula on the UK market to include egg lipid.

“Contains milk fat, providing a fatty acid profile
closer to that of breastmilk.”

Evidence given to support this claim

No evidence is provided to support that claim. The fatty
acid profile of all infant formula and follow-on formula
must be within the recommendations made in the EU
Directive. EFSA, in their review of the fat composition of
infant formula and follow-on formula, say that milk fat
and vegetables oils can be used as long as the minimum
and maximum content of fat, and an adequate range of
fatty acids, are achieved (EFSA, 2014).

“Contains our unique, patented blend of Galacto-
and Fructo-oligosaccharides (GOS/FOS).”

Evidence given to support this claim

The reference given which we assume supports this
claim (although it is not specified), Arslanoglu et al
(2012), is a paper which extends a previous (flawed)
study, published in 2007, considering the impact of
oligosaccharides in infant formula on atopic dermatitis
and allergy symptoms in the first two years of life. This
study follows the same cohort to 5 years, but only 42
children remained in the intervention group from the 102
original completers. The original study was reviewed and
discounted as evidence by earlier reviews of efficacy of
benefit from oligosaccharide addition to infant formula.
It is remarkable that this claim is still being made when
EFSA have repeatedly denied permission to make a
claim based on the use of prebiotics in infant formula
and follow-on formula. EFSA clearly state, in their 2014
opinion, that there is no evidence for health benefits

from the addition of prebiotic oligosaccharides (GOS/
FOS) to infant or follow-on formula.

Prebiotics are considered ‘unnecessary ingredients’ in
infant and follow-on formula by EFSA.

It should be noted that the advert uses the phrase ‘term
formulation.” Although this is an advert for follow-on
formula, the use of an image of a baby who could be 3-4
months of age (the baby is lying on its mum’s chest and
is not sitting independently), suggesting this is relevant
for babies in the first 6 months of life, is a key method
used by manufacturers to ensure cross-promotion with
their first infant milk.

What does current accepted policy/
science say?

There is no clear evidence for the claims being made for
this product, and the claims are not supported by recent
evidence reviews by expert bodies. The claim that this
product has the highest ever levels of LCPs when the
increase from previous products as claimed is 1ug/100ml
(1/1000th g) is meaningless when normal product
variation is considered. The inclusion of phospholipid-
bound LCPs in the product is not attached to a claim, but
EFSA (2014) states that, whilst there are phospholipids
naturally present in breastmilk: “there is no convincing
evidence for a beneficial effect of LCPUFAs supplied as PLs
[phospholipids] ... in IF or FOF.”

The claim that the addition of cows’ milk fat provides a
fatty acid profile closer to breastmilk is not substantiated
with any evidence, and no independent reviews have
suggested that milk fat enhances formula composition.
The claims for the addition of GOS/FOS have been

made for many years despite a clear statement from
EFSA (2014) that: “There is insufficient evidence for
beneficial effects on infant health of the non-digestible
oligosaccharides that have been tested to date in RCTs
when added to IF or FOF.”

Our conclusion

This advert suggests that Danone Nutricia Early Life
Nutrition have been inspired by breastmilk research
to create a new formula closer to breastmilk, but

in fact there is nothing new in this formula other
than the unexplained use of egg phospholipid. The
advert fails to offer any coherent explanation for
the claims made. The use of an emotive picture

of an infant, the obvious brand cross-promotion

to first infant milk, the claims which are not
accompanied by specific references, and the
random selection of evidence presented are typical
of how health professionals can be misled

by adverts purporting to be ‘scientific and factual’.
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Advert for: Cow & Gate Comfort milk (Danone Nutricia Early Life Nutrition)
Advert seen in: Journal of Health Visiting, March 2016

it's not just &

BABIES s

who need relief

“COLIG

95% of Paedioatricians’ reported an improvement in common infant
feeding problems with a formula like Cow & Gate Comfort’

Evidence shows these partially-hydrolysed formula milks containing oligosaccharides
(GOS/FOS) improve the symptoms of colic in bottle-fed babies.'? So if a bottle-fed
baby’s colic is more than mum can manage with practical tips alone, put digestive
care first with Cow & Gate Comfort.

Learn more about the evidence-based management of colic af in-practice.co.uk

*Qut of 96 poediatricians
References: 1. Savino F et al. Acta Pediair Suppl 2003; 441: 86-90.
2. Savino F et al. Eur J Clin Nutr 2006; 60: 1304-1310. Comfort for babies, relief for mums
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Summary of advert

This advert uses three-
quarters of the page

to provide an emotive
image of a tired mother.
It suggests there is a cure
for her baby’s colic, which
will provide her with more
sleep. One main claim is given (see below). The advert
gives a website which, it suggests, can offer “evidence-
based management of colic”.

Claims made, and evidence given to
support them

o “95% of Paediatricians reported an improvement
in common infant feeding problems with a formula
like Cow & Gate comfort. [Our italics]

Evidence shows these partially-hydrolysed formula
milks containing oligosaccharides (COS/FOS) improve
the symptoms of colic in bottle-fed babies."?So

if a bottle-fed baby’s colic is more than mum can
manage with practical tips alone, put digestive care
first with Cow & Gate Comfort.

Learn more about the evidence-based management
of colic at in-practice.co.uk”

1 Savino et al, 2003. 2 Savino et al, 2006.

Evidence given to support the claims
Savino et al, 2003

This was an observational study carried out in Italy in
20071. In the study, formula-fed babies aged between

1 and 2.5 months with minor Gl symptoms were seen
by 96 family paediatricians (which, in the UK, would

be equivalent to seeing a GP), and 214 presented with
colic. Over 14 days they were all given a ‘new formula’,
and symptoms improved in 79% over the period of the
study. There was no control group and no information
was provided on the age of those children who saw
symptoms reduced. Paediatricians were asked to rate
improvement of symptoms after treatment with the new
formula on a scale of 1 to 10. The study was funded by
Numico (Danone).

Savino et al, 2006

This study was conducted in 2002-03 among 199
infants of about 2 months of age. Infants diagnosed
with colic were divided into two groups: one group

Advert for: Cow & Gate Comfort milk
(Danone Nutricia Early Life Nutrition)

was given the ‘new formula’, and the other was given
conventional formula plus simethicone. (Simethicone

is an anti-foaming agent used to help the transit of gas
from the stomach, but used in this study as a placebo.)
Self-reported crying incidences were recorded at 1, 7
and 14 days. At days 7 and 14, incidences of crying were
significantly reduced in both groups, but more so in the
‘new formula’ group. There was no reference group. The
study was funded by Numico (Danone).

Was the milk used in these trials the same as Cow & Gate
Comfort?

Cow & Gate Comfort has similarities to the test formula
- for example, it is partially hydrolysed, has lower lactose,
starch added and prebiotics. However, it has a lower
energy, protein and carbohydrate content, different
mineral content and B-palmitate content, and lower
osmolality than the test formula. The claims cannot
therefore be made about this formula, even if they were
scientifically robust.

The text also claims that it is the addition of
oligosaccharides GOS/FOS in the formula that provides
relief from colic. There is no evidence that the use of
prebiotics in infant formula is of any benefit to infants.

What does current accepted policy/
science say?

NHS Choices says there is no evidence for any treatment
that is beneficial for colic — which resolves itself (NHS
Choices, 2016).

The NICE Clinical Knowledge Summary says there is no
treatment for colic, and provides practical strategies for
families (NICE, 2014). It specifically advises against low-
lactose formula.

EFSA, in their Scientific opinion on the essential composition
of infant formula and follow-on formulae, clearly states
that “there is insufficient evidence for beneficial effects on
infant health of the non-digestible oligosaccharides that
have been tested to date in RCTs when added to IF or FOF.”

Our conclusion

This advert misleads health professionals into
believing that there is a cure for colic, that a
particular infant milk can provide relief, and

that this is agreed by medical professionals. The
company provides no suitable evidence to support
these claims.
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BREASTFEEDING IS BEST FOR BABIES

Less is more: the UK’s first reduced protein
infant milk, now with alpha-lactalbumin

HilPP

organic

High protein intake in the first two years of life has been linked with an increased long term risk of being overweight or obese!
Our new infant milk with 1.89g protein/100kcal, and added alpha-lactalbumin, is the first formula in the UK to contain less than

2g protein/100kcal (Figure ).
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Protein content of milk feeds (g)
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16
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Breastmilk HIPP Organic reduced
protein first infant milk

Standard other
infant formula

Figure 1

HiFP

organic

Combiotic®
first infant milk

The BeMIM (Belgrade-Munich Infant Milk) study?

Aim: o prove the safety and suitability of the reduced protein formula for healthy term babies aged 0-4 months and non-inferiority

compared to a standard formula.

Resulis

« Adequate growth: no significant difference in weight
gain between formula groups

» Good folerance and acceptance: both formulas were

well accepted and tolerated. No differences in sfool

consistency and colour, colic, flatulence, regurgitation or

vomiting

Protein intakes closer to that of breastfed babies for

those on the reduced protein formula (Figure 2}

Positive influence on safiety: no compensatory
increases in formula intake for babies on the reduced
protein formula. In fact, these babies consumed
significantly less energy at 90 days and 120 days of
age compared to the control-fed group. This was
explained by lower meal frequency, which might
indicate higher safiety

+ Improved energetic efficiency: Weight gain per 100kcal
and length gain per 100kcal were significantly higher in
fhe 4th menth for the intervention group compared with
the conirol group. This could be due fo the improved
protein quality of the intervenfion formula.

Figura 2
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» With control formula, significantly higher profein intake than with reduced protein formula
P Children fed with reduced protein formuta hod q similar protein intake as breostfed childmin

The protein infake of the reference group wos colculoted based on the amount drunk by 1he Intervention and confrol
groups, and odjusted according to the protein content of brecstimilk: 1.2g/100mi cormesponding to 1.7g/100keal g
Differences between reduced protein and confrel formulo are significant: ** P< 0,01, *** P< 0.00

Study design

e |ntervention group with reduced protein infant formula, n=82;
= Control group with standard infant formula, n=82;

= Reference group with breastfed infants, n=92.

All infants examined and anthropometrically measured affer 30, 60, 90
and 120 days of age.

The study met ICH guidelines for good dlinical practice and SCF recommendattions for the study
design (2003).

Study registered at ClinicalTrials.gov INCTO1024080)

To find out more, visit hipp4hcps.co.uk

References: 1. Koleizko B ef al. Am J Clin Mutr 2009; 89 (suppl): 15-75. 2. Fleddermann, M et al. Clinical Nutrition 2014, 33, Issue 4, p.588-595 3. Nommsen LA et ol. Am J Clin Nutr 1991; 53: 457-465.
Important Notice: Breastfeeding is best for bobles. Breastmilk provides bobies with the best source of nourtshment, Infant formula milks and follow on milks are infended o be used when babies cannol be breastied,

The dedision to discontinue breastfeeding may be difficuft to reverse and the introduction of partial bottie feeding may reduce bregstmitk supply. The financial benefits of breastfeeding should be considered before bottle
feeding is inftiated. Failure 1o follow preparation instructions carefully may be harmiul fo o boby's health. Infant formula and foltow on milks should be used only on the odvice of o heolthcare professional,
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Summary of advert

This advert for HiPP Organic
Combiotic First Infant Milk
provides a chart and graph
to emphasise that the
= information it is providing

is scientific and factual

and, in a bold subheading,
highlights the name of the study that the data is mainly
taken from. The main claim is that this is “the UK’s first
reduced protein infant milk, now with alpha-lactalbumin”.
A series of highlighted benefits are made (in the Results box),
and three scientific references are provided at the bottom
of the page to substantiate statements or claims made.

Claims made, and evidence given to
support them

0 “High protein intake in the first two years of life
has been linked with an increased long term risk
of being overweight or obese."”

1 Koletzko B et al. Am J Clin Nutr 2009; 89 (suppl) 15-75.

Evidence given to support this claim

Koletzko et al, 2009

This statement is true, but it does not relate to the
formulae in this advert but to a global assessment of
protein intakes and links to obesity in young children.

12/

Figure 1

Figure 1 provides a chart showing different amounts of
protein in breastmilk, HiPP reduced protein formula and
standard other infant formula. The scale used makes

it look as if there are large differences between the
products, but in fact the differences are minimal. As we
normally round protein values to one decimal place,
1.89g/100kcal and 2g/100kcal are in fact both equivalent
to 1.3g protein/100ml of formula milk (where formula has
66-67kcal/100ml).

Advert for: HiPP Organic Combiotic First Infant Milk

The Results box includes a number of claims based on the
findings of the BeMIM study (Fleddermann et al, 2014).
This study was funded by HiPP. It compared intakes of
two formula: one with a protein content of 1.3g/100ml,
and one with a protein content of 1.5g/100ml. There is
currently no first infant formula on the UK market that
contains 1.5g protein/100ml and therefore this cannot
be used to compare HiPP formula in the UK with their
competitors as they do. All the ‘hungry baby milks’
marketed in the UK have a protein content of 1.6g
protein/100ml, including HiPP Organic Combiotic Hungry
Infant Milk, suggesting that that the company’s belief

in the benefit of a lower protein content is not strong
enough to lead them to alter the composition of all HiPP
Organic milks sold for infants in the first 6 months of life.
The claims made include the following.

9 “Adequate growth ...”

This is to be expected as the milk meets current
compositional recommendations.

9 “Good tolerance and acceptance ...”

This is also to be expected as the composition was similar
to other formula.

9 “Protein intakes closer to that of breastfed babies
...” (with reference to Figure 2)

This graph again uses a scale which accentuates small
differences. The fact that protein intakes may be similar
in breastfed and formula-fed infants does not mean there
is any clinical advantage.

Figure 2
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“The protein intake of the reference group was
calculated based on the amount drunk by the
intervention and control groups, and adjusted
according to the protein content of breastmilk:
1.2g/100ml corresponding to 1.7g/100kcal.*”

3 Nommsen LA et al. Am J Clin Nutr 1991; 53, 457-465.



Evidence given to support this claim

Nommsen et al, 1991

The reference group they refer to here is breastfed
babies, and they based the calculated protein intake

of breastfed babies on breastmilk composition data
from a 1991 US study. This study showed that there was
significant variation in breastmilk composition related

to a number of maternal factors, and it is important

to remember that breastmilk changes composition
during and between feeds and over time. They used the
amounts of formula consumed by infants in this study
to estimate the amount of breastmilk consumed, so

this graph is simply an estimate of relative intakes. The
current estimate of protein content in breastmilk used in
the UK is 1.3g/100ml.

6 “Positive influence on satiety ... ”

The claims that energy intakes were lower in the
intervention formula at 90 days and 120 days are made in
comparison to a first infant formula which is not available
in the UK and which was also higher in carbohydrate than
those currently on the market.

@ “Improved energetic efficiency ...”

The authors of the BeMIM Study paper conclude that,
as growth was similar but protein intake was lower, the
energetic efficiency was improved by the addition of
alpha-lactalbumin as a protein fraction. However, this
remains a theoretical, rather than an agreed, claim.

What does current accepted policy/
science say?

Having a protein intake in formula-fed babies the same as
in breastfed babies is not in itself meaningful. EFSA (2014)
says “Infant milk cannot imitate breastmilk with respect
to its energy and protein content” (EFSA, 2014).

The basis for all the claims made here is that the HiPP
formula are significantly different to other milks on the
UK market. However, this is not the case.

There is currently no recommendation for the use of
alpha-lactalbumin as a protein source in infant formula,
and compositional requirements are based on an
adequate amino-acid content.
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Our conclusion

HiPP suggest in this advertisment that their
Organic Combiotic First Infant Milk is significantly
different in composition from other first formula
on the UK market, which is not true. The data they
use to support their claims are from a study which
included a first formula milk not available in the
UK, and they show a graph and a chart with scales
adjusted to over-emphasise small differences. The
assertion that a formula has a protein content
more similar to breastmilk does not in itself mean
that this provides any clinical advantage.
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Advert for: NANNYcare

Advert seen in: Journal of Health Visiting, February 2016

BREASTFEEDING IS BEST FOR BABIES

NANNY
ycare

Why consider a whole goat milk formula?

Cow’s milk is commonly used to
manufacture infant formula,
generally because it is the

most widely available source.
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Goat milk has a smaller proportion of a s1-casein
than cow’s milk and a greater proportion of B-casein,
similar to the casein profile of human milk.

For more info visit nNANNycare.co.uk
or email us: enquiry@nannycare.co.uk
or call our helpline UK: 0800 328 5826

NANNYcare is made from whole
goat milk which is now fully
regulated and approved for

use in infant formula

Better digesfibility

The immaturity of a new-born infant’s digestive tract
requires the proteins in formula to be readily digestible.
Goat milk proteins are digested more completely than
cow’s milk proteins’.

NANNYcare First infant milk:

e Behaves more like breast milk in the infant
stomach forming looser, softer and more porous
curds than cow's milk formula

e This aids digestion by allowing easier access by
stomach enzymes

e Nearly 3-fold more beta-lactoblobulin is digested
in geat milk compared with cow’s milk®

Pictorfal representation of species variation in'Casein curd 'density’

Cow's milk Infant formula
& - Cow mitk infant formuka, whay dominant
[40% caseln, 60% whey)
2 Cow milkcinfant fomuks (B0% casein, 20% whin)
3 - Cow hypoaiergendc infan| formuta

These factors contribute to the befter digestion of
goat milk and suggest why a goat milk formula may
be beneficial and may simply suit some babies better
than cow’s milk formulas.

REFERENCES: 1. PINTADD, M. E. & MALCATA, F X {2000). Hydrolysis of oving,
caprine and bovine whey proteins by trypsin and pepsin, Bioprocess Engineenng, 23
275-282. 2. ALMAAS, H el al (2008}, In vitre digestion ol bovine and caprine milk by
human gastric and duodenal enzymes, International Dairy Journal, 16, 961-968

IMPORTANT NOTICE: Breastieeding is best for bables. Breast milk provides bables with the best saurce of nounshment. Infant formula milk and follow on milks are intended
to be used when bahies canniol be breast-fed The decision to-discontinue breas! feeding may be difficull to reverse and the introduchion of partial bottle-fesding may reduce
breast milk stpply. The finencial benefits of breast Teeding should be considered before bottle Teeding is initiated, Fallure ta follow preparation instructions carefully may. be
harmful to a babies health, Infant formula and follow up milks shoultd be used only on the advice of a healthcare professional. Goat milk fermula is not suitabfe for a cow
milk protein allergy except under the supervision of a suitably qualified health care professional.
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Advert for: NANNYcare

Summary of advert

This advert is for the brand
of goats’ milk formula
NANNYcare, but highlights
the First Infant Milk within
the advert. The top half

of the advert suggests
that goats’ milk has better
digestibility, behaves more like breastmilk in the infant
stomach, and contains more beta-lactoblobulin. (We
think they mean beta-lactoglobulin.) The second half

of the advert contains a chart of the casein profile of
human, goats’ and cows’ milk, and a chart which shows
some test tubes of milk comparing a number of formula
types. The claims are supported by two references.

Claims made, and evidence given to
support them

o “Goat milk proteins are digested more completely
than cow’s milk proteins'”
1 PINTADO ME, MALCATA FX (2000). Hydrolysis of ovine, caprine

and bovine whey proteins by trypsin and pepsin. Bioprocess
Engineering; 23: 275-82.

Evidence given to support this claim
Pintado and Malcata, 2000

This paper refers to a study of enzymatic hydrolysis of
whey proteins only, and was carried out to consider the
properties of whey proteins as food ingredients. The
study concluded that similar results were observed for
wheys from the milk of both cows and goats. It is not
clear why this paper is used to suggest more complete
digestion of goat milk protein, since it does not consider
whole protein digestion, is not based on in vitro digestion
and concludes that both bovine and caprine whey
hydrolysates contain peptides similar in both quality and
quantity. Goats’ milk protein has an 80:20 casein to whey
ratio, and therefore using a study of whey digestion to
make claims about protein digestion per se is misleading.
In fact, a more recent study comparing digestion of
caseins and whey proteins in bovine and caprine milks
using human gastrointestinal enzymes (Inglingstad et

al, 2010) showed that bovine and caprine milk behave
very similarly during digestion. The European Food Safety
Authority (EFSA) have stated that there are no differences
in digestibility between goats’ milk and cows’ milk protein
(EFSA, 2012).

9“NANNYcare First infant milk ... Behaves more like
breast milk in the infant stomach forming looser,
softer and more porous curds than cow’s milk
formula”

“This aids digestion by allowing easier access by
stomach enzymes”

Evidence given to support the claims

No evidence is given to support these claims in the print
advertisement.

NANNYcare provided us with further evidence on
request, and it appears that they only have data from

an undergraduate student project in New Zealand to
support these claims in relation to infant formula. Claims
made in advertising to health professionals which claim
to be scientific and factual should, by law, be supported
by evidence from peer-reviewed journals in the UK
(Department of Health, 2013).

9 “Nearly 3-fold more beta-lactoblobulin is digested
in goat milk compared with cow’s milk?”
2 ALMAAS H, et al (2006). In vitro digestion of bovine and

caprine milk by human gastric and duodenal enzymes.
International Dairy Journal; 16: 961-68

Evidence given to support this claim
Almaas et al (2006)

We think they mean beta-lactoglobulin here. The
reference given considered the in vitro digestion of
specific varieties of cows’ and goats’ milk protein by
human enzymes. They reported that three times more
beta-lactoglobulin was digested in the raw goat milk
used in this experiment, compared to a raw cows’ milk.
However, when milks were pasteurised and heat-treated,
the degradation process was significantly different. Whilst
it is acknowledged that there are differences in the
protein composition between cows’ and goats’ milk, it is
also known that the composition of proteins varies widely
depending on breed, stage of lactation, feeding, climate,
parity and season, and the number of genetic variants for
protein fractions in goats’ milk is particularly high (EFSA,
2012). Beta-lactoglobulin is the major whey protein in
cows’ and goats’ milk, but not human milk, and of course
the whey content of goats’ milk is low. Whether faster
digestion of one component of whey protein has any
clinical significance to human infants is not presented. It
is well established that the resistance of some proteins



to digestion in human milk is one of the unique ways in
which human milk provides a defence against pathogenic
bacteria and viruses (Lonnerdal, 2013). The advert
suggests that this is one of the factors that contributes to
better digestion of goat milk and that this explains why “a
goat milk formula may be beneficial and may simply suit
some babies better than cow’s milk formulas.” However,
they provide no evidence that there is any benefit, or that
some babies do better on goats’ milk based formula.

Casein profile

~ Comparison of Casein profile between human, goat and cow's milk

75%

50%

% of total Casein

25%

0%

Goat milk

Human milk Cow milk

@ “Goat milk has a smaller proportion of alpha s1-
casein than cow’s milk and a greater proportion
of beta-casein, similar to the casein profile of
human milk.”

Evidence given to support the claims

No evidence is presented. No reference is given for the
data presented on casein fractions in different milk types.

Goats’ milk and cows’ milk have much higher amounts of
casein than human milk, and therefore to present a chart
of casein profile only is misleading. Human milk contains
only 10-20% casein in the early weeks and approximately
60% in mature milk, and it is generally agreed that
formula milks should have a low casein level, particularly
for the newborn (Lonnerdal, 2013). The k-casein in
breastmilk is unique and is known to have antimicrobial
activity (Stromavist et al, 1995).

Allergy to cows” milk has frequently been attributed to
the alpha s1 casein fraction of animal milk. Alpha S1-
caseins do differ between species. However, almost all
commercially farmed animals produce antigenically
similar milk, which is why EFSA clearly state that there

is no difference in allergenicity between goats’ and
cows’ milk proteins (EFSA, 2012). It is not clear what the
advert is implying with the statements made, but simply
showing similarity between some of the very many
complex protein fractions in human milk and another
milk has no clinical significance.

Cow’s milk infant formula

1 - Cow milk ifant foemule, whey dominant
[40% casein, 60% whey)

2 - Cow milk infant formuka

and pH was dropped

6 Method: Samples were reconstituted with water
and pH was dropped to 4.5 with HCI.

This picture shows what happens when acid is added to

a range of formula milks, human milk and whole goat
milk based infant formula. No reference is given for this
evidence. NANNYcare provided an explanation of what
this picture depicts, claiming that in lower acid conditions
human milk and goats’ milk formula remain more liquid
than cows’ milk based formula. The evidence they gave
us for this is, however, from studies of yoghurt making,
and no published evidence was provided to support this
behaviour in a goats’ milk based infant formula.

What does current accepted policy/
science say?

EFSA in their scientific opinion on the composition of
infant formula and follow-on formulae state that “Infant
milk cannot imitate breastmilk with respect to its energy
and protein content” (EFSA, 2014).

In their evaluation of the suitability of goats’ milk
protein as the protein source in infant formula, EFSA
clearly state that, while they note the differences in

the composition of the caseins between goat and cow
milk, no difference in digestibility has been observed
(EFSA, 2012). In addition, they state that there is no
convincing evidence to support a lower incidence of
allergic reactions in infants fed formula based on goats’
milk protein compared with those fed cows’ milk protein
based formula.

It is not disputed that protein from goats’ milk or cows’
milk can be a suitable protein source for infant formula,
provided the final product complies with the composition
criteria laid down in the relevant EU Directive. The EFSA
panel highlight that, if goat milk protein is used in infant
formula, particular attention has to be given to the amino
acid content by adding appropriate free amino acids to
ensure that the profile is adequate.



Our conclusion

There are currently no agreed scientific reviews or
consensus statements that suggest formula made
from goats’ milk protein is superior to that made
from cows’ milk protein. There is high variability in
the protein composition of animal milks, and whilst
there are differences in the protein fractions, these
differences are of no agreed clinical benefit in
infant formula. NANNYcare imply benefits of goats’
milk formula over cows’ milk protein based formula
and suggest that this formula “behaves more

like breast milk”, but present no data to support
this claim. The use of graphs and charts which

are not supported by any evidence is a common
ploy to suggest scientific validity in adverts. It is a
legal requirement that, when a statement about

a formula, which is not an agreed health claim, is
made in an advertisement to health professionals
which purports to be ‘scientific and factual’,
evidence from a peer-reviewed journal should be
presented. We believe this advert is not in line with
current regulations.
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The express route

to the end of cow’s milk allergy
All the existing benefits of Nutramigen LIPIL with the addition of a probiotic branded LGG®, for no extra cost.
First stop — symptom resolution

v Proven to have an average efficacy of 99%"
v Faster resolution of CMA symptems vs previous farmulation®?

Final destination = oral tolerance to leave CMA behind

v Theonly eHF clinically proven to accelerate time to talerance®

v/ 8outof 10 infants aretolerant to cow's milk after 12 months of use®

Meadjohnson’

A solution forall your CMA needs

itk LGS with LGE

Nutramigen with LGG® is not recommended for premature and immunocompromised infants unless directed and supervised
by a heaithcare nrofessmnal www.nutramigen.co.uk

1MPORTANT NO-TICE Breastfeequ pruvides the best nutrition for bables.
teted trademark of Ltg, Finldnd, This material i
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Summary of advert

This is an advert for
Nutramigen Hypoallergenic
Formula with LGG, which
was launched on the UK
market in 2015 to replace
Nutramigen 1 LIPIL. It is

an extensively hydrolysed
milk for infants with cows” milk protein allergy (CMPA). It
contains a probiotic strain Lactobacillus rhamnosus (LGQ).

The advert claims that Nutramigen Hypoallergenic
Formula with LGG provides: “All the existing benefits of
Nutramigen LIPIL with the addition of a probiotic branded
LGG, for no extra cost.”

In the top left-hand corner is a banner with “NEW
PREPARATION INSTRUCTIONS” highlighted. No information
is given to explain this further in the advertisment.

These new instructions require the milk to be made

up with water at room temperature to preserve the
probiotics present. A discussion on the safety of infant
milk preparation and the importance of using water

hot enough to kill harmful bacteria that may be present
in powdered infant formula can be found at www.
firststepsnutrition.org.

At the bottom of the advert in small type is the
statement “Nutramigen with LGG is not recommended
for premature and immunocompromised infants unless
directed and supervised by a healthcare professional.” As
this is a milk for special medical purposes, it should not
be used for any infant without medical supervision.

The advert also shows other Mead Johnson Nutrition
brands, and a link to their website.

Claims made, and evidence given to
support them

0 “Proven to have an average efficacy of 99%”

Evidence given to support this claim
Dupont et al, 2012

A footnote to the statement above says this research is
not related to this milk, but to the previous version of it.

The Dupont et al 2012 reference is a review article which
says that, for a child with CMPA, the first line of defence
is breastfeeding but that, if the child is not breastfed, a
number of products are equally good.

= = | Advert for: Nutramigen Hypoallergenic Formula with LGG
| (Mead Johnson Nutrition)

9 “Faster resolution of CMA symptoms vs previous
formulation”

Evidence given to support this claim
Nermes et al, 2010; Baldassarre et al, 2010

The Nermes et al 2010 reference is a study of 39 children
with atopic dermatitis, not CMPA. The Baldassarre et al
2010 reference relates to a small, under-powered study
of children with blood in their stools. We do not consider
this to be sufficient evidence for the claim.

9 “The only eHF clinically proven to accelerate time
to tolerance”

“8 out of 10 infants are tolerant to cow’s milk
after 12 months of use”

Evidence given to support the claims

Canani et al, 2013. (The same reference is used for both the above
claims.)

This Canani study compared outcomes from a non-
randomised study of infants given either casein-based
eHF with or without LGG, rice hydrolysate, soy or amino-
acid formula. However, in the study, infants were divided
into groups depending on formula already given and this
was not a randomized control trial. Breastfeeding time
was not explained beyond the percentage breastfed up
to the age of at least 2 months, groups were on multiple
formula types, and small numbers were involved. Time
to tolerance related to whether CMPA was IgE mediated,
and whether any eHF was used.

What does current accepted policy/
science say?

The World Allergy Organization (WAQ) concluded that
“No single probiotic supplement or class of supplements
has been demonstrated to efficiently influence the
course of any allergic manifestation or long-term disease
or to be sufficient to do so.” (Fiocchi et al, 2012)

The recent EFSA (2014) Scientific opinion on the essential
composition of infant and follow-on formulae notes

that the evidence for any benefit of probiotics on infant
health comes from single studies and studies with
methodological limitations, and concludes that there is
no evidence for beneficial effects and that these are not
necessary additions to infant and follow-on formula.



The NICE Clinical Knowledge Summary on managing
cows’ milk protein allergy makes no mention of probiotics
in its treatment recommendations (NICE, 2015). For
further information about this product, see
www.firststepsnutrition.org.

Our conclusion

We do not believe that the evidence provided here
by Mead Johnson to support the claims made in
this advertisement is sufficiently robust. One small
non-randomised trial is insufficient evidence on
which to make a claim for accelerating time to
tolerance of CMPA. Some of the claims made relate
to a different product, and evidence is provided for
other conditions such as atopic dermatitis.
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Advert for: Similac Alimentum (Abbott Nutrition)
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THIS IS HUGE

After months of coping with the sleepless
worry and heartbreaking cries of her cow’s
milk allergy, suddenly, a little moment like
this doesn’t seem so little after all.

= Proven efficacy — hypoallergenic and
a ; has been shown to relieve symptoms'?
' = Proven to be well tolerated - 96% of
infants tolerated Similac Alimentum®
» Palm oil and palm olein oil free —
supports calcium absorption and bone
mineralisation®
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Summary of advert

In this double-page spread advert, the focus is on an
attractive young mum with her baby, both sleeping in

a sunlit room. The main heading on the second page is
“THIS IS HUGE”, with the text below saying “After months
of coping with the sleepless worry and heartbreaking
cries of her cow’s milk allergy, suddenly, a little moment
like this doesn’t seem so little after all.” There is a picture
of the tin and three claims, followed by a brand name
reminder. The four references given to support the claims
are given in very small type on a brown background

in the bottom left-hand side of the advert. Below the
references there is an ‘Important Notice’ stating that
“Breastfeeding is best for babies and is recommended for
as long as possible during infancy. Similac Alimentum is

a Food for Special Medical Purposes and should be used
under the supervision of a healthcare professional.”

Claims made, and evidence given to
support them

o “Proven efficacy — hypoallergenic and has been
shown to relieve symptoms™”

1 Sampson HA et al (1991)
2 Data on file. Abbott Laboratories Ltd. 2013 (Similac Alimentum
Case Studies)

Evidence given to support this claim
Sampson et al, 1991

This paper was a simple study which showed that, if
infants had been diagnosed with cows’” milk protein
allergy, an extensively hydrolysed casein based formula
would not stimulate an allergic reaction. This is to be
expected and any extensively hydrolysed formula
would have this effect. The safety of use of a casein
hydrolysate does not qualify as a study of efficacy of
outcome.

Data on file. Abbott Laboratories Ltd, 2013

It is quite common for the data that is being used to
support claims made in an advertisement to be kept ‘on

Advert for: Similac Alimentum
(Abbott Nutrition)

file’ by the company. We have asked for access to this
particular data and were told by Abbott (15 February
2016) that “The data on file we have is raw data, which is
something we are unable to share with you.”

9 “Proven to be well tolerated — 96% of infants
tolerated Similac Alimentum?”

3 Borschel MW and Baggs GE (2015)

Evidence given to support this claim
Borschel and Baggs, 2015

The reference given here to support this claim was of

a small methodologically challenged study funded and
authored by Abbott. It was a small non-randomised
observational study of 25 infants with varying symptoms
such as allergic colitis, persistent formula intolerance, or
blood in stools. Some data is provided in the paper: mean
age of entry to the study was 12 weeks of age (range
0-180d); seven of the sample were >4 months old; but
no summary table of the baseline characteristics of the
sample is provided. The infants were put on a 15-day trial
of Similac Alimentum, with parent-reported outcomes
and measurements taken at a first visit and exit visit two
weeks later. The figure they quote of 96% of infants
tolerating this formula is not explained in this short paper
and the way that the simple five-point questionnaire
categories were analysed (without any statistical analysis)
was also biased to positive responses. However, it appears
from the data in this paper that, although there were
some positive perceived changes over the two-week
period, there was a 62% increase in parents reporting
watery stools, no change in the amount of vomiting
reported, and little change in bad stool odour. This study
does not provide sufficient evidence that this milk is
proven to be well tolerated.

9 “Palm oil and palm olein oil free — supports calcium
absorption and bone mineralisation*”

4 Koo WWK et al, 2006

Evidence given to support this claim
Koo et al, 2006

Similac Alimentum has maltodextrin as the main
ingredient, followed by vegetable oils: high oleic safflower
oil, medium chain triglycerides (MCT) oil and soy oil. The
paper by Koo et al (2006) is a systematic review of nine
studies of infants — including premature infants and those
up to around 6 months of age — and suggests that there



are clear links with reduced bone mineralisation when
palm olein containing formula are fed. Professor Koo has
strong links with Abbott Nutrition. Data from an Abbott
funded study by Koo et al (2003) which was influential
in this review has been criticised since there was no
breastfed reference group and it is known that there is

a large variation in normal bone mineral content and
density in both human milk fed and formula-fed infants.
Whilst there might be significant differences between
bone densities in infants in the first months of life by
formula type, if these are in the normative range it may
not be meaningful. It is well known that the bone density
of breastfed babies is often lower than in those fed
formula in infancy, without adverse long-term outcomes
(Butte et al, 2000). Just because bone mineral accretion
levels in infants fed one formula over another is greater,
does not in itself have any clinical significance.

What does current accepted policy/
science say?

It is known that all extensively hydrolysed formula have
efficacy in treating cows’ milk protein allergy, but all
expert recommendations focus on breastfeeding and
maternal diet exclusion as the first line of treatment
(NICE, 2015).

The fat and fatty acid content of infant formula (and
foods for special medical purposes) is specified by
recommendations in the appropriate EU Directive

and subsequent regulations. Currently a range of
vegetable oils and animal fat are permitted providing
that the overall fat profile meets required compositional
regulations.

Our conclusion

There is no doubt that an infant diagnosed with
cows’ milk protein allergy who is not being
breastfed requires an extensively hydrolysed
formula. However, this advert claims brand
superiority through making claims around
tolerance, efficacy and better bone mineralisation,
all of which are supported by very weak evidence.
The aim of the advert is not to support health
professionals in their choice of formula through
scientific and factual information, but to gain
brand awareness and ensure that the brand is
associated with warm and emotive images.
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Advert for: SMA H.A. Infant Milk (Nestlé)
Advert seen in: Journal of Health Visiting, September 2015
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FOR HEALTHCARE PROFESSIONALS ONLY

Especially
for Oliver

Reduces the risk of
developing allergy to
cows’ milk proteins

@ Easy to digest
(@ Omega 3 and 6 LCPs

-\ A. Infant Ml"(

Toreduce the risk of developing
allergy to cows’ milk proteins

See side of pack”

from birth

Use from first
formu la feed

Oliver has a family history of allergy.

SMA H.A® Infant Milk is a nutritionally complete formula that has been
designed to reduce his chances of developing an allergy to cows' milk proteins.

Supporting you to support mums

sr )a www.smahcp.co.uk

nutrition sMA careline: 0800 0 818180

Important: SMA H.A® Infant Milk should NOT be used if a baby has already been diagnosed with allergy
to cows' milk proteins or is suspected of already having an allergy to cows’ milk protein.
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Summary of advert

This advert has a simple

W — top line sentence:

e “Especially for Oliver”.
578 .. s Under the main picture
SN s 3 sentence in smaller

type that says “Oliver has

a family history of allergy”
and “SMA H.A. Infant Milk is a nutritionally complete
formula that has been designed to reduce his chances of
developing an allergy to cows’ milk proteins.”

The main body of the advert also includes a picture of
the formula tin, which highlights that this product must
be used “from first formula feed” and claims to have an
“Advanced Gold System” although this is not explained.
There are also three claims - that the product reduces
the risk of developing allergy to cows’ milk proteins,
that it is easy to digest and that it contains omega 3
and 6 LCPs. No references are given to support these
statements and claims. The advert also highlights the
SMA careline and websites and where the product can be
bought. There is also an important notice in a coloured
band at the bottom of the page that states:

“SMA H.A Infant Milk should NOT be used if a baby has
already been diagnosed with allergy to cows’ milk protein
or is suspected of already having an allergy to cows’ milk
protein.”

Claims made, and evidence given to
support them

o “Reduces the risk of developing allergy to cows’
milk proteins”

No evidence is presented to support this claim.

It is a requirement that adverts to health professionals
should be scientific and factual and that, if a claim is
made about reduction of risk to allergy, objective and
scientifically verified data must be available as proof of
the claimed properties.

9 “Easy to digest”

No evidence is given to support this claim.

Infant Milk (Nestlé)

e“Contains Omega 3 and 6 LCPs”

No additional information is provided to support this
statement.

What does current accepted policy/
science say?

In the UK, current policy from the last published review
undertaken by NICE reported that:

“There is insufficient evidence that infant formulas based
on partially or extensively hydrolysed cows’ milk protein
can prevent allergies.” (NICE, 2008)

In 2013, a ‘review of systematic reviews’ looking at
evidence in prevention and aetiology of food allergy
considered 14 systematic reviews in this area (Lodge et al,
2013) and concluded that:

“There is insufficient evidence to conclude that the
use of hydrolysed formulas may reduce food allergy/
sensitization when compared with standard formula in
high atopy risk children.”

The EFSA Scientific opinion on the essential composition
of infant and follow-on formulae in 2014 stated that
reducing the size of protein molecules cannot reduce the
risk of allergy in infants from at-risk families:

“The characterisation of protein hydrolysates by
molecular weight of the protein cannot predict their
potential to reduce the risk of developing allergic
manifestations in genetically predisposed infants.”

In 2016 a systematic review and meta-analysis published
in the British Medical Journal (Boyle et al, 2016)
concluded that “Overall there was no consistent evidence
that partially or extensively hydrolysed formulas reduce
risk of allergic or autoimmune outcomes in infants at high
pre-existing risk of these outcomes.”



Our conclusion

The manufacturers provide no evidence to support
their claims in this advert and therefore we believe
it is not in line with current regulations. This advert
has large type at the top of the page suggesting
that this product reduces the risk of developing
allergy to cows’ milk protein, and much smaller
type at the bottom making it clear this product
should not used when cow’s milk protein allergy is
diagnosed or suspected. We believe this is highly
confusing, and a potential risk.

The claims made for this product are reviewed in
more detail in the report Infant Milks in the UK,
available at www.firststepsnutrition.org
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Advert for: SMA PRO First Infant Milk — short advert (Nestl€)
Advert seen in: Dietetics Today, March 2016

FOR HEALTHCARE PROFESSIONALS ONLY
BREASTFEEDING IS BEST FOR BABIES

Three good reasons
to choose our new
SMA® PRO First Infant Milk
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Available from January 2016.
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Learn more about SMA? PRO range at S a
www.smahcp.co.uk ( -)

www.smahcp.ie nutrition
SMA Careline UK: 0800 0 818180 Supporting you
ROI: 1800 931 832 to support parents

IMPORTANT NOTICE: Breast milk is best for babies and breastfeeding should continue for as long
as possible. Infant milks should only be used on the advice of a doctor, midwife, health visitor, public
health nurse, dietitian or pharmacist, or other professionals responsible for maternal and child care.
‘When bottle feeding is considered

“*in powder formulation only; GOS/FOS = Galacto-oligosaccharides/Fructo-oligosaccharides.

Reference: 1. Grathwohl DJ et al. Abstract at EAPS congress, 2010,

*Registered trademark SMA® Nutrition UK and Ireland ZTCcns4/mNs
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Advert for: SMA PRO First Infant Milk — short advert (Nestl€)

Three good reasons
to choose our new
SMA" PRO First Infant Milk’

.
s Summary of advert
This advert has a simple
heading: “Three good

S8  reasons to choose our new

SMA® PRO First Infant Milk”.

Next to a picture of the

tin, there are three claims:

that the milk is clinically
proven; that it is made with SMA Nutrition’s exclusive
protein process; and that it contains Omega 3 & 6 LCPs
and GOS/FOS. There is one reference given to support
the first of the claims, and asterisks are used to highlight
that the third highlighted claim refers only to the powder
formulation. The advert also gives details of the SMA
Carelines and websites.

Claims made, and evidence given to
support them

o “Clinically proven”

Grathwohl DJ et al. Abstract at EAPS congress. 2010.

This claim is supported by one reference to a poster
presentation by Grathwohl et al (2010). This is not a
peer-reviewed publication. This poster reported a meta-
analysis of four studies looking at the growth of infants
fed with Nan milk (another milk produced by Nestl¢),
and claims that there is good agreement with the WHO
growth standard. This data does not appear to have been
subsequently published in a peer-reviewed journal, which
is not a surprise as it is unlikely that a formula-fed group
of infants grew in the same way as breastfed infants.
There is no detail about which Nan formula this is, but it
was one used in Australia, France and Italy at that time.

It is unclear whether the milk advertised here is the same
milk as that used in the previous studies and therefore

it is impossible to know how they can claim that it is
‘clinically proven’. There is no detail on what it is clinically
proven to do.

It is a requirement that adverts that make statements
that are not permissable as health claims provide
evidence from peer reviewed journals to support this.

9 “Made with SMA® Nutrition’s exclusive protein
process”

No evidence is given to explain what this is, and what if
any benefits it provides.

€) “Contains Omega 3 & 6 LCPs and GOSJFOS™”

** In powder formulation only. GOS/FOS = Galacto-
oligosaccharides/Fructo-oligosaccharides

No claims are made for any benefit associated with
these components. It is only the powdered formula
that contains GOS/FOS, not the ready-to-feed formula,
suggesting that the company itself is not convinced of
the benefit of adding these components.

It is a regulatory requirement that infant formula provides
a specific fatty acid profile, and it is not clear whether the
fatty acids in this milk simply ensure that it meets current
compositional regulations.

What does current accepted policy/
science say?

This advert is so vague that it is hard to know what claims
it is making. The claim that it is clinically proven is not
supported by evidence. There is no evidence that GOS/
FOS offer any benefit when added to infant formula
(EFSA, 2014) and no claim is made here and the fatty
acids added may simply ensure the formula meets
compositional regulations.

Our conclusion

This simplistic advert is used to create brand
awareness, with a large picture of the formula tin

and some general unsubstantiated claims. It is
positioned in magazines on the page before a longer
advert which appears to show a much more scientific
explanation as to the benefits of this product. This
technique is often used in marketing to give health
professionals a ‘brand boost’ followed by ‘technical
assurance’ of claims made. We review the second
advert in this current series on the next page. In other
magazines, additional brand confidence is being
encouraged by placing this product-specific advert in
the same magazine as an advertisement campaign
for the brand SMA which promotes breastfeeding and
the first 1,000 days. SMA’s aim is to position itself as
the ‘breastfeeding-friendly’ brand, while ensuring that
the formula brand itself remains centre stage. The
halo of goodness from promotion of breastfeeding
aims to provide credibility to the brand.

There is no evidence presented here to provide any
clarity about this product. The one reference provided
is not from a peer-reviewed journal and may not
relate to the formula being advertised here.
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Advert for: SMA PRO First Infant Milk — long advert (Nestlé)
Advert seen in: Dietetics Today, March 2016

BREASTFEEDING IS BEST FOR BABIES

FOR HEALTHCARE PROFESSIONALS ONLY

Which First Infant Milk is most in line
with expert opinion on growth?

The Department of Health
recommends exclusive
breastfeeding for the first
six months of life.

Protein and the importance
of slower growth rates
Because the protein in breast
milk is adapted to a baby’s
needs,” a breastfed baby tends
to grow more slowly than a
formula fed baby.® This slower
growth rate has shown to have
significant long-term health
benefits, including a lower
risk of obesity, cardiovascular
disease and diabetes.®

-

e

SMA PRO First Infant Milk is the only first infant milk clinically
proven to achieve a growth rate comparable with a breastfed
baby as defined by WHO growth standards™

SMA PRO First Infant Milk versus WHO growth standard z-scores at 4 months

WHO growth standard
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We've responded to expert opinion about proteins

in SMA® PRO First Infant Milk

“grotein intakes of infants are generally
well above the requirements, so protein
content of Infant Formula and Follow-on
Formula could be reduced”

1

Eurgpean Food Safety Authonty 2014

“The breast milk content of amino acids
Is the best estimate of Infant amino acld
reguirements™
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Of the essential amino acids, four have

been shown, when suppiied in excess, to be
associated with increased release of insulin.
This may trigger a cascade of reactions In the
body which may result in faster growth.?
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SMA PRO First Infant Milk has an essential -
armino acid profile similar to that of
breast milk®
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Visit us: smahcp.co.uk

Getting the right quantity and quality of protein in infant and
toddler diets has lifelong health benefits.

With SMA PRO First Infant Milk, you can help build a nutritional
foundation for life in the first 1000 days.

) : or smahcp.ie
SMA PRO First Infant Milk has lower levels
of insulinogenic amino acids compared
with other first infant miiks® -~
s ( Uf, a

Supporting you to support parents

IMPORTANT NOTICE: Breast milk is best for babies and breastfeeding .
should continue for as long as possible. Good maternal nutrition is e fwww
important far the preparation and maintenance of breastfeeding.
Introducing partial bottle-feeding may have a negative effect on
breastfeeding and reversing a decision not to breastfeed is difficult.
A caregiver should always seek the advice of a doctor, midwife, health
visitor, public heaftth nurse, dietitian or pharmacist on the need for and
proper method of use of infant formulae and on all matters of infant feeding.
Social and financial implications should be considered when selecting a
method of infant feeding. Infant formulae should always be prepared and
used as directed. Inappropriate foods or feeding methods, or improper use of
infant formula, may present a health hazard.
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Which First Infant Milk is mast in ine

with expert aﬁ n oh grewth?
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Summary of advert

This advert for SMA

PRO is used in health
professional publications,
but with a more complex
and scientific-appearing
messaging than the
advert shown on page 33.
The top line “Which First Infant Milk is most in line with
expert opinion on growth?” is repeated in the sentence
above a graphical image, with a reference to a poster
presentation.

The advert uses information about breastmilk to suggest
similarity with this product, but the direct claim “SMA PRO
has an essential amino acid profile similar to that of breast
milk”is supported only by Nestlé data kept on file. The
remainder of the claims and references relate to breastmilk.

The advert also states that “We’ve responded to expert
opinion about proteins in SMA PRO First Infant Milk”, but
all the expert opinion cited relates to breastmilk, not
infant formula.

Claims made, and evidence given to
support them

“SMA PRO First Infant Milk is the only first infant
milk clinically proven to achieve a growth rate
comparable with a breastfed baby as defined by
WHO growth standards.”

SMA PRO First Infant Milk is the anly first infant milk clinically
proven to achieve a growth rate comparable with a breastfed
baby as defined by WHO growth standards

WHD gerswth etandard

i Acceleraiod
'.—" grownth

Evidence given to support this claim

The chart shows data that does not appear to have been
published, and which the manufacturers claim shows that
infants fed SMA PRO (although the milk in the studies
they allude to may not have been the same milk) have
growth within +/- 0.5 standard deviations of WHO growth
standards for three anthropometric criteria.

Advert for: SMA PRO First Infant Milk — long advert (Nestl€)

The data presented here is referenced to a 1-page
poster presentation by Grathwohl et al (2010), given at
a conference. This is not a peer-reviewed publication,
the authors are Nestlé employees, and no data is
presented. The poster reported a meta-analysis of four
studies looking at the growth of infants fed with Nan
milk (another milk produced by Nestl€), and claims that
there is good agreement with the WHO growth standard.
This data does not appear to have been published
subsequently, and it is unlikely that a formula-fed group
of infants grew in the same way as breastfed infants. It
is well established that breastfed babies have different
growth rates to formula-fed babies. There is no detail
about which Nan formula was given in these studies,
but it was one used in Australia, France and Italy when
the studies were conducted. It is unclear whether the
milk advertised here is the same milk, and therefore it
is impossible to know how the manufacturers can claim
that it is ‘clinically proven’ or what it is clinically proven
to do.

It is a requirement of ‘scientific and factual’ adverts
presented in specialist magazines that claims made are
supported with evidence from a peer-reviewed journal.

@) “s\vA PRO First Infant Milk is the lowest protein
formula available at 1.25g/100ml (1.87g/100kcal)"™

1 Powder only liquids will vary.

Data given to support this claim is the SMA PRO First
Infant Milk datacard.

e“SMA PRO First Infant Milk has an essential amino
acid profile similar to that of breast milk.”

The reference given for this is the SMA PRO First Infant
Milk datacard. This provides no evidence of similarity with
breastmilk.

G“SI\/IA PRO First Infant Milk has lower levels of
insulinogenic amino acids compared with other first
infant milks.”

The reference given for this is Nestlé data on file, 2014.
We have requested this data, but it has not been made
available.



What does current accepted policy/
science say?

There are no recommendations related to the
manipulation of proteins which have been shown to offer
any benefit to infant growth or health outcome.

All infant formula must meet specified requirements for
protein and amino-acid composition.

EFSA (EFSA, 2014) are clear that “infant formula cannot
mimic breastmilk in relation to its energy and protein
content”.

Our conclusion

There is no evidence presented to provide support for
the claims made about this product. The reference
provided for the main claim of growth comparable
to breastfed babies is inadequate as it is a poster
presentation by Nestlé staff, and it is not even clear
what milk it relates to. Other claims are supported
by data that is not published and not available on
request. The majority of references presented relate
to breastmilk and not to infant formula, and the
manufacturers are making a clear link between their
product and breastmilk. This advert is put alongside
the simple SMA PRO advert discussed on page

33 to provide ‘scientific evidence’ to support the
claims made. By using a chart from data that does
not appear to have been published, and providing
references which are not necessarily related to their
product, they attempt to suggest that they have a
scientific basis for their claims.

It is a requirement of scientific and factual
advertisments presented in healthcare magazines
that they support any claims with data from peer-
reviewed publications.
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