B EST PRACTI CES Infant Formula Comparisons and Recommendations

Ithough human breast milk is well known to rep-

resent the best option to meet infant nutritional

eeds,' it is important to recognize that there are
oftentimes barriers to providing it. Some of the common
barriers to breastfeeding include personal choice, concerns
for possible risks to exposure to
maternal medications, as well as
socioeconomic factors. According
to the Centers for Disease Control,
in 2011 nearly 8 in 10 newborns
were initially breastfed. However,
by 6 months less than half were

breastfeeding, and only 27% were
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doing so at their 1-year birthday.’

Regardless of underlying factors,
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physicians need to be prepared to
counsel many women who cannot
or who decide not to breastfeed.
When discussing formulas, physi-
cians should also be sensitive to
families with limited means, who
may be contending with cost of for-
mulas in their household budgets. Such families may benefit
from reassurance that Store Brand Infant Formulas present
a viable, cost-effective way to nourish infants and are com-
parable to name brands in providing total infant nutrition.

Food Insecurity and Formula Stretching

One of the areas of great concern in contemplating the
needs of disadvantaged families in the United States is the
high prevalence of food insecurity. To measure the potential
impact of household food insecurity on infants, Burkhardt
and colleagues recruited families at urban health centers
and surveyed whether respondents were “food secure,” “food
insecure without hunger,” or “food insecure with hunger.”
The survey also asked about participation in supplemental
food programs and ways in which participants may be
stretching a limited food supply for their infants.

More than 2 in 10 families surveyed in this study report-
ed themselves to be food insecure without hunger, while
nearly 1 in 10 was food insecure with hunger. Results of
the survey also suggested that participation in public assis-
tance programs was more likely to be associated with food
insecurity than non-participation.

In Burkhardt’s study, many of the food insecure families
(27%) stated that they stretched formula either by diluting it,
using less of it, or increasing the time between feedings. Even
food secure families were not immune to the use of stretching
strategies, with 9% also reporting using such approaches to
conserve formula allotments. More than two-thirds of families
who received formula from Women, Infants, and Children
(WIC) said they ran out before the end of each month. The
study concluded that developing interventions for families
with food insecurity are critical.

The need for interventions that reduce costs for infant
nutrition has become amplified since 2009, when WIC
decreased monthly infant formula allotments in an effort to
encourage breastfeeding.® Allowances for less formula from
a program that was designed to be supplemental—a fact of
which not all families and clinicians may be aware—may
inadvertently be contributing to widespread use of formula-
stretching strategies.’

Addressing Food Insecurity’s Effects with Store
Brand Infant Formula
One way to address food insecurity in families with infants

may be to advance the use of Store Brand Infant Formulas,
which often cost up to 50% less than national brands, and
may save families up to $600 annually, according to a
January 2016 price comparison survey.’ Store Brand Infant
Formulas are designed to meet all American Academy of
Pediatrics (AAP)-recommended nutrition targets, as well
as FDA requirements.®

The promise of cost-savings as an intervention to com-
bat food insecurity assumes that families who may be at
risk for their WIC-supplemented formula allowance to
run out before a month’s end will be open to using a less
expensive alternative. However, this may not be the case.
The Burkhardt study found 76% of respondents said they
would not buy Store Brand Infant Formula, and approxi-
mately 50% said they believed Store Brand and name
brand infant formulas were not nutritionally comparable.’

The misperception that name brand formulas provide
superior nutrition likely contributes to strategies of dilut-
ing infant formula or otherwise stretching it by limiting
access to the infant. Such formula stretching is dangerous for
infants, and can contribute to poor weight gain and failure
to thrive. According to the AAP, watering down formula
can cause malnourished infants to develop water intoxica-
tion, which can be a cause of neonatal seizures.” There have
even been reports of infants dying from water intoxication.

The risks posed by formula stretching may serve as the
impetus for physicians to use standardized questions to
probe for household food insecurity during infant visits.
Physicians also can play a crucial role in explaining that
the lower cost of Store Brand Infant Formulas is not due to
inferior quality. Store Brand Infant Formulas are mandated
to meet all requirements of the Infant Nutrition Act, and
are highly regulated products by the FDA. Indeed, costs of
Store Brand Infant Formulas, as with all generics, are lower
in large part because they are not heavily advertised or pro-
vided as samples, which allows savings to be passed along to
consumers. Of course, the lack of advertising also has meant
that Store Brand Infant Formulas may not seem as familiar
to families of infants as the more heavily advertised name

brands.

Is Switching Formula Safe?

There can be concerns among both clinicians and families
about the safety of switching to an equivalent Store Brand
from name brand infant formulas. A study by Barber and
colleagues looked at switching between the milk-protein
based formulas of name brands (Similac® or Enfamil®) and
a Store Brand (Parent’s Choice®) and symptoms of tolerance
(burping, gas, irritability, spit-up).® In this study, the investi-
gators randomized 67 infants to switch from the name brand
formula they were on to either an alternative formula or a
placebo sham, which was their same formula but repackaged.

The infants were observed for 4 days prior to and 4 days
after the switch, which took place over a 3-day “transi-
tional period.” Caregivers had the option to use the 3 days
to switch gradually or immediately, and used a diary to
report on tolerance.

In this study, switching from a name brand to either another
name brand or to a Store Brand produced no statistically
significant increases in burping, gas, crying, and irritability.
Meanwhile, the group which remained on the same formula
(sham), experienced statistically significant increases in burp-
ing, gas, crying, and irritability (but not spit-up).

Further analysis of combined tolerance variables revealed
no statistically significant differences across the 3 groups
after switching (Figure). The authors concluded that
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FIGURE. Clinical Switch Data Between National and Store
Brand Infant Formula

O Period 1 Tolerance
O Period 2 Tolerance

95% Cl

[}
g
"]
@9
2o
Sa
CE:
gg2
0 o
ZF o
QN
Qg
82 e
=
cm:—_‘
oAy
S o5 o
B
el
Sw
5 E
o s

National Brand to National Brand to National Brand to
£ Ditorent Nationl Srand Same National Brand Store Brand
& (n=20) (SHAM) (n=23) (n=23)

switching between different brands of infant formula—
including from name brand to Store Brand—is safe. In
addition, they found tolerance to be similar, whether the
switch occurred gradually over 3 days, or all at once.

Conclusion

Although breastfeeding is the preferred method of nourishing
infants, not all mothers are able or choose to do so from birth,
while many others may introduce infant formulas after a few
months of exclusive breastfeeding. Research suggests that a
substantial number of WIC families may employ stretching
strategies to make their monthly allotment of formula last.
Families using formula stretching strategies may not be aware
of the dangers involved in such practices, and may misper-
ceive lower cost formula as inferior.

Data indicate that switching from a national brand for-
mula to an equivalent Store Brand is well tolerated. Store
Brand Infant Formulas are highly regulated by the FDA, and
are designed to provide the same nutritional targets as their
name brand counterparts. Pediatricians and other clinicians
can serve a valuable role in reassuring patients that using less
expensive Store Brand Infant Formula is safe, and greatly
preferable to engaging in practices of formula stretching.
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