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Elisabeth Sterken

Successfully banned claims for DHA and AA

from formula advertisement

Elisabeth Stevken, BSe, MSc, muiriiionist

Dirvector INFACT Canada/IBFAN Norih Am.

Marketing fats

> November 2001 -Mee 3 id a marketi .
001 -Mead Johnson did a marketing survey to test claims with parents test for “believabil-

> December 2001, INFACT Canada notificd Health Canada that Mead Johnson was plan
ning to make claims about DHA and ARA |

Marketing fats
>2002 - M
2002 - Mead Johnson began pre-market process and the DHA and ARA formula was approved
e o | . as rec
2003 - Mead Johnson’s health claims began to appear - very aggressive marketing
> INFACT Canada

> The matketing of fats was initistes
warketing of fats was initiated by Mead Johnson and soon followed'by Ross Lab and Nestl
A 55 LdD ¢ INEeste

: Marketing fats

1. Two fats were added:
- DHA (docosahexaenoic acid)
-and ARA (arachidonic acid)
2. What is the source of the fats?
- The fats are derived from soil fungi and from microalgea .
- What does Mead Johnson say about the fats? !

- s ,. 2 . g T
DHA and ARA are nutrients found naturally in breastmilk” §

Mﬂl'keting fats

The infant f;
ormula uses “hes Jaims” to marke s .
s “health claims” to market the addition of DHA 'and 2 P A

?Eﬁnition of health claims
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-suggests or implies that a relationship exists between a food or a constituent of that food and

health

- must be based on current relevant scientific substantiation
- Must be consistent with national health policy

- Codex Alimentarius

Are the claims true?
Do the fats have the same effect as breastmilk fats?
- Are they absorbed and digested like breastmilk fats?
- Are they bioactive like the DHA and ARA in human milk?
- Do they support increased cognitive development and improved vision?
- Are they part of a highly complex matrix, including various forms of fatty acids, oligosaccharides, enzymes, co-

enzymes, co-factors?

Are the fungal and algae fats safe?
Data submitted to the FDA in the US states:

- Highest doses tested in rats, show significant liver enlargement, and spleen enlargement, possible
effects on the kidney and a change in blood chemistries, but the company that produced the fats, Martek con-
cludes that these are not adverse toxicological findings related to its fatty acids.

[n the US infants fed the new formulas are showing more diarrhea and gastrointestinal side effects.

Does research support the claims?

Data submitted by Mead Johnson is the Birch study

- did not support the effects claimed by the Mead Johnson
Other studies do not support the Birch study

- For example the Fewtrel study does not support the claims Double-Blind, Randomized Trial of Long-
Chain Polyunsaturated Fatty Acid Supplementation in Formula-fed to Preterm Infants Fewtrell, M.S. et al.

Pediatrics 110:73-82, 2002
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Do the claims violate Canada’s health regulations?

INFACT Canada requested the Minister of Health to investigate the ¢laims. The Minister wrote:

“The Food and Drugs Act prohibits the labelling or advertisement of any food in a manner that is fulse,
misleading or deceptive or is likely to create an erroneous impressions regarding its character, value, quantity,

composition, merit or safety.”’

What did we do in Canada?

Submitted violations to Health Canada exposed deceptive claims to the public and the health care systen
- newsletters, press conferences

> CBC national television exposure

> Health Canada informed Mead Johnson to retract the health claims from i;-lbeis and advertising

> INFACT Canada submits access to information request to receive internal government documents

Fats in breastmilk vs fats in formula : can claims be substantiated?
Mead Johnson claimed :
“The only formula clinically proven to result in higher early mental development scores because it has

the nutrients DHA and ARA, also found in breastmilk, at levels recommended by the World Health Organiza-

tion ™

“Clinical tests have shown infants fed Enfamil A+ had a developmental age advantage over infants fed
our standard infant formula, based on a comparison at 18 months of age. These tests are not intended to predict
IQ-S1
E{ealth Canada’s response

“Contains 88 mg/100 g of DHA and 176 mg/100g of ARA” No objection to a quantitiative statement.
Eemumber of grams of DHA and ARA |

‘meta-analysis of studies of visual acuity in term and preterm infants concluded that LCPUEA intake
sieni . . ek . . 5 o : )

gnificantly Impacts visual resolution acuity at certain time-points carly in life, altlgough longer term impact has
1ot been established.”

Clinical data submitted ...failed to demonstrate any benefits on mental or visual development in compari-

SOn to formula without any added DHA or ARA.,
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Mead Johnson :
“DHA and ARA are important building blocks for a baby’s brain and eyes”
Health Canada:
“Implies a dietary source of DHA and ARA is required for mental and visual development of an infant.”

“Cannot be justified with currently available data...”

Mead Johnson:

“Enfalac A+ is our closest formula to breastmilk ever. Tt’s easy to digest, complete and bal anced nutrition.”

Health Canada:

“There are no data that demonstrate that formula with added DHA and ARA results in developmental

outcomes similar to those resulting from feeding breastmilk other than serum and tissue levels of DHA and

ARA”

Health Canada vs. Mead Johnson

Health Canada Mead Johnson

Objects to sroduct name of Enfalac A+ “Our Cul‘t‘fl.ll evaluatiun ol consumer im ressions of the
il |
pmduct name “En famil A+ indicates that your Ub_ikll.‘li()]l

s not well founded. The product name is maintained.”

Objects to performance claims:
Gives notice to Mead Johnson that claims
areunsubstantiated, unacceptable, misleading and unau-

thorized.”

Cochrane review: visual effect

“At present there is little evidence from randomized trials of LCPUFA supplementation to support the.

hypothesis that LCPUFA supplementation confers a benefit for visual or general development of term infants.”

Cochrane review: cognitive effect

“Intellectual development was measured in 7 studies. The 2 largest studies showed no effect of supple

slyzpianm syl
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mentation on developmental scores, citherat 18 months or at | and 3 years”. When combined with results from

smaller studies, no significant benefit is shown.

What did we learn?
> Expose the deception of the advertising
= Use the media
> Inform the appropriate health authorities v
| > Educate health care providers
> Inform parents that the enhanced formula is not better and still comes with all the same risks of

formula feeding.

Remaining problems
> Monitoring
> Cross border advertising through magazines and TV advertisements
> Internet advertising

> BEnforcement

What did Mead Johnson say?

-.J. Roberto Moran, Vice President and Medical Director for Mead Johnson. Press release, 2003

a

“False claims mislead parents and undermine the trust

they place in the information they receive about infant formula.”
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Successfully banned claims for DHA and AA

from formula advertisement

Elisabeth Sterken, BSc, MSc, nuitritionist
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*When it comes fo prediciing a person’s success. Brainpower as measured by IQ and
standardized achieverent fests may actually matter less than the quelities of mind once thought to as
“character”

Daniel Goleman (1995)
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Exclusive Breastfeeding for 6 months: Pros and Cons
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i " breastfeeding evolved
A) How the need for the protection of breastfeeding
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already exists plentifully

and naturally? They recognized from the start that not only creating a need but also »

dependency for a product could brin g them huge profits. ‘

To gain aceeprance for commercially produced infant milk, which is, vastly inferior to breastmilk,

manufacturers initially had to change the perception of infant feeding, The manufacturers needed to create a

vision of modern and scientific superiority in the mind’s eye of health care workers and parents. It needed the
health care system to give status to a product that would ultimately prove to be highly risky for infant health and
contribute to the deaths of millions of infants globally. Until the 1980s, there was little in the way of direct
advertising to the public in North America. Instead, the formula companies aggressively targeted health profes-
sionals and the health care system. Beginning as far back as the early twentieth century, d:’Jcmrs were told that

formula feeding was at the forefront of medical technology 5. To co-opt the health care system into supporting

corporate marketing objectives, most advertisements for formula feeding appeared in sedical journals ex-
pounding the alleged superiority of their products. Furthermore, the competing companies developed contrac-

tual arrangements with hospitals and birthing clinics to give them exclusive rights to provide supplies of formula

and free samples as discharge packs. These arrangements were often accom anied by large “gifts” of money,
g P Y large g Y

which in many cases added up to millions of dollars,

Consequently, infant feeding became measured and monitored, and thus “medicalized”. Breastfeeding
went from being perceived as normal human behaviour to a practice fraught with difficulties and came to be seen
as outdated. Eventually a rift developed in the medical community. Health workers became divided between
those wishing to retain the financial and other benefits bestowed by formula manufacturers and those who saw
these activities as an impediment to infant health. The damaging impactto the health care systemis now gradually
being undone as health professionals, hospitals and clinics are realizing the need to support breastfeeding and to

be pro-active in protecting it from commercial interference.

As the artificial market for formula grew, the negative impact of its use on infaht health became more
evident. In medically indicated situations formula feeding can save a child’s life, but needless artificial feeding
puts babies at considerable risk for awide variety of serious health problems. Infants in impoverished commu-

nities are at even greater risk. The expense of fuel and the lack of clean water to prepare tormula often results in
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countries of the world, the internation

al community sought solut
children. The World He

ions to protect the health of babies
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ated in the adoption of the Intern

at formula
promotion itself v

asaresponsible factor ant and Young Child

Feeding culmin ational Code ol Marketing of Breast-milk Substity

tes atl 34th
World Health Assembly (WHA) in 1981, Tt was overwhelmingly Supported, with all but one of the | I

Y member
sole disse

countries voting in favouy ofit. The nting vote came from the USA, which expressed conce
cton corporate profits, Canad

tthe international level, has not

m that the
International Code might h

ave 4 detrimental effe

a, although supportive of the
International Code a

as yet implemented itg VAriOUS requirements into national
regulations,

Since the adoption of the International Code, Member States dre required to report on jts implementa-
tion and fecommend new resolutions to ensure the protection of l_n‘cast!'beding. Hence, every odd year resolu-
tions are passed at the Assembly to close market

ng loopholes, and urge governments, the health care sector and
the industries to keep to their obligations under the International Code. The International Code, and subsequent,
relevant Resolutions of the World Health Assembly are intended to be “a minimum requirement to protect
healthy practices i respect of infant and young child feeding”, As s name suggests, the International Code does
not apply only to poor nations, as is often suggested by formuyla companies, but to ] countries, everywhere,
Protecting breastfeeding is critical for

all babies and mothers,

In order for the Code to be effective, al] parties involved must actively work to implement it. Govern-

This means mak ing the Code an official govern-

ments are responsible for taking leadership in is implementation,
ment policy: or passing it into legislation orregul:

ic

ition; and ensuring it is enforced, As
subsequent WHA resolutions

policy or voluntary measyres

of 2004, mare than 27
count

ries have passed the Code and

into law; 33 have many of'its provisions as law;
I8 haye and in 33 countries measures are drafted and are awaiting final approval. In
both Canada and the United States active implementation remains a goal for parents, health care workers and i
concerned citizens.

i
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¢) How the marketing of formula feeding competes w ith hreaslfeeding !
Formula Companies are in direct competition with hruastﬁ:cding, Ifa mother is breastfeeding, she’s not |
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buying formula. To dissuade mothers from breastfeeding, corporations spend millions of dollars every year on
advertising campaigns that portray breastteeding as less than optimal and bottle-feeding as universally appropri-
ate. Their success depends on establishing beliefs that formula feeding is safe, modern and scientifically advanced
amongst health workers, policy makers, parents as well as the public in general.

Gaining the support of the health care system remains the most effective way for the formula industries to
promote their product. In North America. Mead Johnson, Wyeth and Ross Laboratories have achieved a high
rate of market penetration through exclusive contracts with hospitals for their infant feeding products. These
companics estimate that 93 per cent of mothers will continue to purchase the formula they receive on discharge.
When Nestl? entered the North American market with their Carnation formula products in the late 1980s, they
had difficulties in breaking into the health care system and thus resorted to aggressive direct marketing to mothers
and the public: direct advertisements in parenting magazines; the sponsoring of parent shows; the mailing of free
samples and in the US direct television advertising. Additionally, all companies pursued the loyalties of health care

providers and institutions through funding of journals, research, and gifts10-12.

The co-opting of the health care system is of particular concern and betrays the public trust in these
institutions, as they can no longer be perceived to be “independent” of commercial influence, The passage ofa
free sample of infant formula25 or literature supporting bottle feeding to a pregnant women or a new mother by
a physician, nurse or nutritionist or the acceptance of sponsorship at conferences, clinical in-service or other
educational events subverts the potential and the expectation that these institutions work for the public good. As
the health care system has become more aware of the conflicting interests between the health needs of infants and
their role in the promotion of artificial feeding, there has been substantive progress towards the implementation
of the International Code, the subsequent Ten Steps of the WHO/UNICEF Baby-Friendly Hospital Initiative26,

and the recommended duration of exclusive breastfeeding27.

More recently, the manufacturers of formula feeding products have begun to make nutrition and health
claims about their products. As their influence in the health care sector is dwindling, the need to manufacture
scientific validation for their products has become greater than ever. However, the deception associated with
these marketing devices can only further erode the credibility of the industry and the health care sectors that

el

continue to associate themselves with these practices. Claims such as “improved evesight” and “better cognitive
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