Supporting Statement for OMB Review

| nfant Feeding Practices Study ||
Submitted by:

Divison of Market Studies
Office of Scientific Andys's and Support
Food and Drug Adminigtration
Department of Health and Human Services



Infant Feeding Practices Study |
Supporting Statement for Information Collection Request

Approva isrequested for a follow up of the 1993-94 Infant Feeding Practices Study with
collection of additiond information and an evaluation of a public information campaign
developed by the Department of Health and Human Services.

A.Ll JUSTIFICATION
A.1 Necessity for the Information Collection

The Food and Drug Adminigration (FDA) has the responsibility to safeguard infant
hedth by assuring safe, nutritionaly complete, and effectively labeed infant formulas and safe
infant foods. In addition, the FDA is responsible for the regulation of dietary supplements and
breast pumps, amedica device that is prominent in infant feeding practicesinthe U.S. FDA is
aso responsible for regulation of food additives and GRAS substances, including certain
nutrients used in food fortification, such asfolic acid and vitamin D. As part of its regulatory
responsbility for safety of the food supply, FDA develops and disseminates consumer messages
about food safety, including messages for vulnerable groups such asinfants and pregnant and
lactating women. As amember agency, the FDA supports the Department of Health and Human
Services palicies rdated to infant hedth and nutrition.

In 1993-1994, FDA conducted the Infant Feeding Practices Study (IFPS), alongitudina
Study of detailed infant feeding behaviors, including patterns of breastfeeding, formulafeeding,
and solid food feeding. The study aso measured numerous factors that might influence infant
feeding choices. FDA isproposing to use for a new study the same research design that was
previoudy approved by OMB for the IFPS. Using the same design will ensure integrity of
comparisons over time, because any bias that may have occurred in the first study should be
gtable, and therefore measures of change should be valid.

In the approximate decade since that sudy, a number of dietary practices related to
infants have changed. These changesinclude the availability of new formulations of infant
formula (specificdly the addition of docosahexaenoic acid (DHA) and arachidonic acid (ARA) -
types of omega-3 and omega-6 fatty acids— to some formuld), the increased use of breast pumps,
and probable increasad intake by infants and mothers of dietary supplements (i.e., vitamins,
minerds, herba, and botanica supplements). Knowledge rdated to infant feeding has dso
increased, induding the possibility of preventing or ddaying food dlergy through early infant
diet and evidence thet certain other diseases, such as diabetes, may be related to solid food
timing. Furthermore, overdl breastfeeding rates have risen dramaticaly over the past decade,
creeting the need to better understand how infant feeding patterns and their determinants have
changed. Breastfeeding initiation in 2002 was 70%, compared with 54% in 1992, and duration
to six months was 33%, compared with 19% in 1992 (Ross Products Division 2003).
Additiondly, increased physician education of breastfeeding, improved maternity care practices,
and some state and federd |laws have dtered the barriers that women face in making infant
feeding decisons. Thereisaneed to understand infant feeding in the context of these new



environments. In addition, DHHS has promulgated new drategies to meet Healthy People 2010
gods regarding feeding of infants, including the sponsorship of a Nationa Breastfeeding
Awareness Campaign (see Attachment A). Consequently, a need exists to update the database
with a current description of the practices of mothers of infants and to evauate the campaign.

FDA needs the information to better understand how consumers use various regul ated
products, including infant formula, infant foods, breast pumps, fortified foods, and dietary
supplements. FDA aso needs the information to better understand consumer food choices and
food behaviorsthat rdate to the Agency’ s development and dissemination of food safety
messages for pregnant and lactating women and infants. An understanding of consumer
experiences with products will provide a policy context within which to evauate issues as they
arise with regard to these products and will be used to inform consumer education programs and
meterias.

Other agencies that expect to analyze or use the data include the DHHS Office on
Woman's Hedlth; CDC/Nationa Center for Chronic Disease Prevention and Hedlth Promoation;
NIH/Nationd Indtitute for Child Health and Human Development; and NIH/Office of Dietary
Supplements. The reasons each of these agencies need the data are described below.

In 2000, the Department of Hedlth and Human Services (DHHS) published two nationa
policy statements caling for increased breastfeeding of U.S. infants, including increased
initiation, excdlusvity, and duration: Healthy People 2010, Chapter 16: Breastfeeding, Newborn
Screening, and Service —Systems (DHHS 2000a) and HHS Blueprint for Action on
Breastfeeding,(DHHS 2000b). Asafollow up activity to the HHS Blueprint for Action on
Breastfeeding, the DHHS Office on Women's Hedth has initiated a public campaign to promote
breastfeeding, the Breastfeeding Awareness Campaign, and has a need to evauate its
effectiveness. The measures of breastfeeding initiation, exclusivity, and duration, in addition to
sources of information about infant feeding, attitudes towards breastfeeding and knowledge of
benefits of breastfeeding, will be used for the campaign evauation, along with the specific
measures of awareness of the campaign. Variablesimportant in the Hedth Beliefs Modd
(Strecher and Rosenstock 1997) will dso be included, such as sdf esteem and confidence in the
ability to breastfeed. FDA will anayze the data for the evaluation. See Attachment B for a
detailed evauation design.

One of the DHHS measures under the Government Performance and Reform Act of 1993
is the percentage of mothers who breastfeed their infants to sx months of age. Information
about detailed factors that contribute to breastfeeding duration to this age is needed. Because a
large percentage of mothers of infants are in the labor force (53% in 2003) (Bureau of Labor
Statistics 2004), information about bresstfeeding-rel ated factorsin the workplace is particularly
needed.

Breastfeeding promotion is one of four main srategies the CDC utilizes to address the
national obesity epidemic. The CDC needs detailed information about breastfeeding and other
infant feeding behaviors over time to inform breastfeeding promotion efforts and technica
assistance to states undertaking the task of obesity prevention and control. Informeation about
barriers to continued and exclusive breastfeeding will affect breastfeeding promotion and



support. The CDC islargely responsible for carrying out the nationa Hedlthier Worksite
Initiative, of which lactation support is an integrd aspect. Itemsin this survey address
breastfeeding after mothers return to work, as well as other proxima issues to this event, such as
child care providers support for breastfeeding and milk storage, issues on which existing data
are sparse and outdated.

NIH/NICHD needs the information for severa reasons, including these: to assessthe
antecedents of breastfeeding cessation, to describe current infant deeping arrangements and the
effect of degping arrangements on breastfeeding, and to assess the effect of trestment for
jaundice on breastfeeding cessation.

NIH/ODS has a need for these data because pregnant and lactating women, athough
nutritionaly vulnerable groups, are not well represented in nationd surveys of dietary intake.
For women in these life stages, there is a need to know what nutrients are likely to be inadequate
from food choices and whether dietary supplements are being used to correct nutrient
inadequacies or are used more often by those who least need them.

The study will include four complete questionnaires (Prenatd, Materna Dietary Intake,
Birth Screener, and Neonatd) and nine modules that will be put together in various combinations
for the postnatal questionnaires. Many of the questions were asked in the previous study, which
will enable comparisons of responses between the two time periods. (See Attachment C for an
outline of the questionnaires with an indication of whether each question isthe same asin the
previous study, a different question that asks for the same information, or a new question.)
Because the timing of adminigtration of some of the questionnaires and modulesis different in
the new study, modification of some questions was required to reflect the new timing.
Demographic datawill come from the information kept about the panel by the pand
adminigrator. Demographic variables include age of mother and age and sex of dl other
household members, household size, race, Hispanic ethnicity, marital status, education of mother
and of partner, employment status and occupation of mother and of partner, total household
income, home ownership, city of residence, geographical region, and population density.

The Prenatal questionnaire will ask about many domains for which there is evidence of
an associaion with infant feeding choices (Janke 1993; Meek 2001). Theseinclude: mother's
hedlth care and medica insurance during pregnancy, weight, tobacco use, hedlth conditions of
baby’ s rdaives that may affect infant feeding decisons or for which breastfeeding may offer a
reduction in risk to the infant (Zieger, Heller et d. 1989; Dewey 2003), employment, perceived
support a work for breastfeeding, planned child care arrangements, mother’ s attitudes and
opinions toward feeding infants, attitudes and experiences of othersin the socia network,
awareness of Breastfeeding Awareness Campaign, embarrassment about breastfeeding, previous
experience with infant feeding, and plans for feeding the new infant (Arora, McJunkin et a.
2000). It will dso include questions about gestationd diabetes and dietary change and the
Morris Rosenberg Sdlf Esteem scale (Rosenberg 1965; Blyth, Creedy et al. 2002). All
questionnaires except the maternd dietary intake measure and the Birth Screener will ask about
WIC participation, which is associated with greater rates of initiation of breastfeeding under
some circumstances (Schwartz, Popkin et a. 1995). The Prenatd questionnaire will be sentin
the saventh month of pregnancy.



The Maternd Dietary Intake questionnaire will provide an overview of maternd nutrition
by collecting information about mothers food consumption and ther intake of nutrients from
foods and dietary supplements. Nutrient intake during pregnancy can influence availability of
some nutrients to the fetus during gestation. Mothers' nutrient intake during lactation can
influence nutrient composition of breast milk and the nutritiona status of the breastfed infant.
Materna dietary intake also provides energy and nutrients to support maternd physiologica
needs during pregnancy and lactation. Information on maternd dietary intake will provide
context for nutritional implications of infant feeding practices.

The measure of maternd dietary intake will be afood frequency questionnaire, the Diet
History Questionnaire developed by the Nationa Cancer Ingtitute (Subar, Thompson et a. 2001),
dightly modified to be gppropriate during pregnancy and lactation and to measure foods of
gpecid interest during these times. Mothers' dietary intake will be collected twice: once during
the last trimester of pregnancy and again about 3 to 4 months postpartum when many mothers
will be lactating. Because of the burden and expense of administering the dietary intake
measurement, it will be sent to a subsat of the sample. The origina NCI Diet History
Questionnaire asks participants about foods consumed during the past year. For the IFPS I, the
questionnaire was modified to ask about foods consumed in the past month, a more appropriate
interval for measuring diet in pregnancy and lactation. Foods and dietary supplements of specia
interest were added to the questionnaire, including certain fortified foods, foods relevant to food
safety message development, prenatal vitamin supplements and herba and botanica preparations
known to be used for conditions of pregnancy or breastfeeding or known to be taken by pregnant
women (see for example, (Hepner, Harnett et a. 2002).

Little is known about the use of herba products among pregnant and lactating women.
Some evidence suggests that prevaence of useis great enough that survey questions on use will
produce ussful data. A medica center-based sudy in the U.S. found that 7% of 734 pregnant
women reported that they had used an herba product while pregnant (Hepner, Harnett et .
2002) Ancther indicator that herba use during pregnancy and lactation may be significant isthe
large percentage of midwives who recommend such dternative therapies. A study in North
Carolinafound that 73% of certified nurse midwives had recommended herba therapiesto their
patients in the past year, and 57% had recommended some type of complementary or adternative
medicine to more than10% of their patients (Allaire, Moos et a. 2000).

The Birth Screener will consst of avery short (less than five minute) telephone interview
with any adult household member to determine whether the infant has been born and to screen
for qudification for the sudy. Cdlswill be made to participating households only near the due
date because only full term infants will qualify for the sudy, and they will be made only during
the periods that the mailing list is established for the next adminitration of the Neonata
guestionnaire. The household will be caled at alater time if the infant has not been born yet. It
is expected that most households will not have to be contacted more than twice.

The Neonatd questionnaire includes measures of severd factorsthat occur near thetime
of the birth and that affect infant feeding choices. It asks about infant feeding classes and other
sources of information and support, weight gain during pregnancy, the birth (Riordan, Gross et



al. 2000) and hospital experiencesjust after the birth (Dungy, ChristensenSzalanski et a. 1992,
Wright, Rice et d. 1996), attitudes of medica professonas about infant feeding (DiGirolamo,
Grummer-Strawn et a. 2003), breastfeeding experiences, hospita discharge packs, feeding-
related treatment for jaundice, and post partum depression (Henderson, Evans et a. 2003);
(Morris-Rush, Freda et al. 2003). This questionnaire aso includes measures of dietary intake of
the infant, herb use of the infant (Spigelblatt, Lane-Ammara et d. 1994; Kemper 1996; Turow
1998; Lanski, Greenwald et al. 2003; Woolf 2003), formula feeding, confidence in breastfeeding,
and campaign evduation questions. This questionnaire will be sent when the infant is about

three weeks old.

The Postnatd questionnaires will be composed of various combinations of nine modules.
They will be sent monthly from infant ages 2 through 7 months, then about every 50 days. 9
months, 10.5 months, and 12 months. For some of the modules, not al questions will be asked
at eech adminigretion.

Module A: Feeding Your Baby will be sent at each adminigtration of the postnatdl
guestionnaire. This module contains one of the mgjor measures of the study, the food frequency
checklig for theinfant. This checklist will provide a measure of age of introduction of solid
food and of alergenic foods; frequency of feeding each food group at each month of infancy;
changes in eating patterns from month to month; average number of feedings of each food group
a each month of age; feeding schedules; and rate of introduction of new foods. The number of
feedings per day of infant formula and breast milk indicate breastfeeding exclusivity and
duration. In addition, the checklist will enable an andysis of patterns of breastfeeding
exdusvity, in particular whether mothers occasondly give formulato an infant who is
otherwise exclusively breastfed. Peatterns of feeding foods other than breast milk and formula
will indicate the extent to which mothers follow current infant feeding guiddines, such asthose
recently published by the American Dietetic Association (Butte, Cobb et a. 2004). Information
on whether foods fed to infants are baby foods or not will provide information about exposure of
infants to foods marketed for older children and adults, including foods fortified at levelsonly
appropriate for older age groups. In addition, Module A asksfor details about formula feeding
and breastfeeding, dietary supplement and herbd intake by infants, and hedlth problems of the
infant.

Module B: Sopped Breastfeeding will beincduded on each postnatal questionnaire, but it
will be answered only once, just after the mother completely stopped breastfeeding. It
establishes the infant age when breastfeeding ceased and asks reasons for breastfeeding cessation
and attitudes toward breastfeeding (see (Kirkland and Fein 2003).

Module C: Food Allergy asks whether the mother believes that the infant has afood
dlergy, detalls of theimplicated food, and details of symptoms, diagnoss, and treatment.
Module C will be sent at ages 4 and 12 months.

Module D: Breastfeeding asks for details about breastfeeding, sources of informetion,
dietary change because of breastfeeding, reasons for supplementing with formula, and details of
expressing milk (induding handling practices (Tully 2000a)) and breast pump use. Reasons for
expressng milk will indude work-related reasons and, like the first study, expressing to donate



to another baby. With the growth of donor milk-banking (Tully 2000b), thisissueis of interest.
This module will dso include ameasure of embarrassment about breastfeeding and how mothers
manage to combine work for pay and breastfeeding. Module D will be sent 3 times, a months 2,
5,and 9.

Module E: Infant Formula asks for details about formula feeding (see (Fein and Falci
1999), labd use and understanding, sources of information, and brand choice and brand
changing. Hygiene, erilization practices, and room temperature holding times are rdated to the
risk of infection from infant formula (FDA 2002a; FDA 2002b) , and understanding of current
practices will contribute to consumer education programs. Information about mother’ s use of
infant formula labels and their evauation of labels will indicate how well the different parts of
the label communicate to mothers. Module E will be sent four times, at months 2, 5, 7, and 9.

Module F: Information Sources has questions that will not be asked together, as will be
the case for most modules, but rather will be inserted among questions in the other modulesin
appropriate. Question 1, sources of information about herba products, will be sent at months 4
and 10.5. Questions 2-4 about generd infant feeding, including feeding solid foods, will be sent
in months 2, 5, and 10.5.

Module G: Breastfeeding Awareness Campaign Evaluation lists the direct measures of
awareness of the campaign and agreement with the messages of the campaign. Like Module F
questions, it will not be asked as a separate module; rather, the questions will be incorporated at
appropriate placesin other modules. 1t will be sent at infant ages 3 and 7 months.

Module H: Seeping Arrangements, Child Care, Work, and Health asks about al topics
other than feeding. These include deeping arrangements and position; child care and child care
support for breastfeeding; details of mother’s employment and employer support for
breastfeeding; how mothers manage to combine breastfeeding and work; and mother’ s health and
weight, and her tobacco use. Module H will be sent at infant ages 3, 6, 9, and 12.

Module L: Last Module will not be printed as a separate module. The questions on
awareness of a specific advertisement from the Breastfeeding Awareness Campaign will be
incorporated into other modules a appropriate places. The questions about WIC participation
and severe hedth problem of infant (which will disqudify the infant from the rest of the study)
will be placed at the end of each postnatal questionnaire. This module will be sent on each
postnatal questionnaire.

The authority for the FDA to collect these data derives from the FDA Commissioner’s
authority, as specified in 21USC393. A copy of that section is provided in Attachment D.

A.2 How, by Whom, and the Purposefor Collecting this Information

Theinformation will be collected from qudifying members of a commercia consumer
opinion panel. An opinion panel isacollection of households thet have agreed to answer
questionnaires for research purposes. All data except the Birth Screener will be collected by
questionnaires sent through the mail. The data collection will be conducted by Synovate, the



company that manages the pand, using questionnaires congtructed by the FDA in collaboration
with the participating agencies. Synovate is the same company (under a new name) that
collected data for the previous study.

The datawill be anayzed to provide a context for policy consderations, to support
consumer information and education programs, and to evauate various outreach efforts about
child and maternd nutrition. FDA will use the data to better understand the infant formula
policy context and to inform consumer messages about infant formula handling and use. The
datawill be analyzed to describe when, why, and how infant formulaiis used at various infant
ages and mother’s use and evauations of formulalabels. The data about breast pump practices
will be used for policy context and consumer education purposes in asmilar manner. Mother's
consumption of gpecific foods will be used to evaluate acceptance of certain consumer messages
related to food safety, and to provide context for future development and dissemination of
consumer food safety messages. Other datawill be used to provide a contextua understanding
of aress of interest to the Agency, including current infant feeding practices that may affect the
development of food alergy, feeding infants food marketed to the general population, use of
fortified foods and dietary supplements by mothers and infants, and sources of information on
varioustopics. The datawill dso be used to evauate the Breastfeeding Awareness Campaign.

The CDC will use the data to describe current breastfeeding behavior, barriers
to breastfeeding, and breastfeeding motivators. The datawill also be used to understand
mothers perceptions of receipt of infant feeding advice and the extent to which such adviceis
followed, and to identify influences on feeding choices and behaviors, including hospita
practices, workplace and child care provider factors. A clearer understanding of these factors
will inform strategies to promote breastfeeding as one of the CDC' s four strategiesto addressthe
obesity epidemic.

NIH/NICHD expects to use results from this sudy to develop and implement more
effective and culturaly appropriate sirategies to achieve Healthy People 2010 objectives and to
work with the American Academy of Pediatrics (AAP) and other professiona organizations to
formulate practice guidelines on severd issues. For this purpose, NICHD will use the datato
identify socid factors thet influence women' s choices about infant feeding; to identify atime
frame by which mothers make choices with regard to infant feeding (such as duration of
exclusive breastfeeding, and timing of introduction of complementary foods); and to describe
other practices that might potentialy impact maternal and infant nutrition and hedth (such asuse
of dietary supplements and infant deeping positions and arrangements). The resultswill dso be
used to inform research initiatives to further study interesting findings.

NIH/ODS will use the results to assess whether the AAP recommendations for dietary
supplements for breastfeeding infants are being followed, in addition to describing dietary
supplement use among pregnant and lactating women. It is necessary to know maternd dietary
intake of foods in assessing supplement use. These results will be used to develop materids to
educate hedlth care professonds and clinica practitioners who work directly with pregnant and
lactating women and their infants, so that they can better provide guidance on diet and on the
judicious use of dietary supplements.



Thisdata collection is not an ongoing collection, athough one previous collection was
conducted in 1993-1994. Those data were used in published papers by FDA to describe formula
use and formulalabe use by consumers, and by CDC and severa academic researchersto
examine gadtrointestingl effects of iron fortified formula, dose-response relation between extent
of breastfeeding and infant morbidity, water supplementation of very young infants, effects of
employment characteristics on breastfeeding, association between employment characteristics
and Cesarean delivery, effect of medica advice on weight gain during pregnancy, effect of
maternity care practices on breastfeeding, the role of physician and hospitd staff opinions on
infant feeding decisons, and reasons for stopping breastfeeding by infant age. Two papers that
tested hedlth theories were aso published using these data. (See Attachment E for alist of
papers published from the IFPS data). Other analyses were presented at professional meetings.
These include patterns of feeding solid foods and the safety and effect on diarrhea of the infant
food handling practices of mothers. In addition, the data were used for severd interna purposes,
including a description of exclusive breastfeeding over time and a description of vitamin
supplementation of breastfeeding and formula feeding infants

A.3 Useof Technology to Reduce Burden on the Public

This study will not use technology to reduce burden of the respondents. Self-
administered paper questionnaires are a low-technology method of data collection but are
convenient for respondents. Self-administered questionnaires reduce the amount of time
required relative to telephone or persond interviews, and they alow the respondent both to
answer at any time convenient for her and to break up the responding period as needed for her
schedule.

Use of an established consumer opinion pand will reduce burden to the generd public by
taking advantage of an dready exising system for recruiting sample members. If members of
the generd public were screened for pregnancy, the burden would be large because only 6.4
percent of women of childbearing age have alive birth in any given year (Ventura, Abmaet al.
2003), and not al households include awoman of childbearing age. Because response rates
from consumer opinion pands are high (65% to 70% for most mail surveys), fewer women will
have to be recruited initidly in order to have a sufficient sample in the last months of data
collection. In comparison, Abbott L aboratories obtains response rates of 28 to 31 percent for
their Mothers Survey, agenera population survey on the same topic as the IFPS (Ryan, Wenjun
et d. 2002; Ross Products Divison 2003). Response rates for this study about infant feeding are
expected to be higher than the genera pand response rates because this was the case in the 1993-
94 study.

A.4 I dentification and Use of Duplicate I nfor mation

Since the 1994 IFPS, no comparable data have been collected. Because the 1994 data
will soon be adecade old, thereis a pressing need for an updated study. The federal agency and
academic experts who make up the study’ s questionnaire working group agree that current in-
depth data on infant feeding practices are lacking and that thereisacritical public hedth need
for the information in the questionnaires. The members of the group, which includes
representatives from DHHS, CDC, FDA, NIH, and USDA, arelisted in A.8.



An extensive literature review confirmed the critical gapsin the existing research on
infant feeding practices. Thelongitudina design, nationa scope, and study questions for IFPS |
were selected to fill these gaps. The study was aso designed to eva uate the effectiveness of the
nationd breastfeeding awareness campaign, sponsored by the DHHS Office on Women's Health
and implemented by the Ad Council.

Although, there are no recent data with enough detail about infant feeding over the first
year of life to meet the information needs that this study will fill, severa nationd sudiesinclude
questions on infant feeding practices. Even cumulatively, these studies only touch on the issues
that will be examined by IFPS|I. Data from these other studies will, however, provide a
comparison for parts of the IFPS 11 andysis and will provide nationa probability estimates for
some of the measures. This latter festure will be used to evaluate sample biasin the IFPSII.

Nationa studies that address infant feeding practicesinclude:

?? Nationd Immunization Study (CDC)
?? Nationd Survey of Family Growth (CDC)

?? Ross Mother’s Survey (Abbott Laboratories)

?? Nationd Hedth and Nutrition Examination Survey (CDC)

?? Feeding Infants and Toddlers Study (Gerber Products)

In 2001, the CDC’ s Nationa Immunization Study (NIS) asked a random-digit-did
sample of just under 900 households with children aged19 to 35 months three questions about
breastfeeding behavior. These questions addressed whether the child was ever breastfed, to what
age the child was breastfed, and how long breastfeeding was the exclusive food provided to the
child (Li, Zhao et d. 2003). Unlike IFPS I, NIS was limited to a few questions about
breastfeeding and did not include information about other aspects of infant feeding or the many
variables associated with infant feeding decisons. In addition, the sudy was cross-sectiond and
required recal over along period of time.

The Nationa Survey of Family Growth (NSFG) is a cross-sectional CDC study that
includes severd questionsrelevant to IFPS 11, The femae component of the study sample (7,600
respondents) represents nor+inditutionaized women in the US between 15 and 44 years of age.
The most recent data, collected in 2002 and 2003 through in-person interviews, includes
information on breastfeeding initiation, exclusivity, and duration. The data set for the study will
be available some timein 2004 (NCHS 2003). The limited questions on infant feeding and
cross-sectiona design do not alow the NSFG to answer the research questions for which IFPS 11
was desgned. However, as noted later, this survey will provide severd comparison variables
with which to evaluate sample biasfor the IFPS 1.

For dmost 50 years, the Ross Products Division of Abbott Laboratories has been
collecting data on infant feeding practices. The Ross Mothers Survey is mailed each month to
mothers of infants one through twelve months of age, but the data are not longitudina because
each mother is only asked about one month. The most recent update of these data is from 2002.
Depending on the age of the infant, the survey asks mothers to identify what their babies were
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fed in the hospitd, at one week, in the last 30 days, or in the last week (Ross Products Divison
2003). The emphass of the sudy is describing what babies are egting, but unlike the IFPSI1, it
does not explore mogt of the prenatal and post-partum factors associated with infant feeding
practices.

The Nationd Health and Nutrition Examination Survey (NHANES) measures the dietary
intake of al segments of the population. However, the samples of pregnant women, lactating
women, and infants are too smdl for in-depth subpopulation andyses. The 1999-2000 data set
includes about 360 pregnant women, 33 lactating women, and 488 infants less than 12 months of
age (M. McDowell, NCHS, 2004, persona communication). Moreover, these data are cross-
sectionad and the study questions were not constructed to capture issues of particular interest in
those groups.

Sponsored by Gerber Products, the Feeding Infants and Toddlers Study (FITS) drew a
sample of 3,022 children four months to two years of age from acommercid list. In the soring
of 2002, FITS collected a 24-hour dietary recdl dong with supplementary information on
development and feeding (Devaney, Kab et a. 2004). Unlike IFPSII, FITSisnot longitudind
and does not capture prenatd data or data on the first months of life. In addition, it includes
minimal information about determinants of feeding choices.

A5 FDA'sEffortsto Reduce Burden on Small Businesses
No smdl busnesses will be involved in this collection.

A.6 Impact of Not Collecting ThisInformation or Collecting
Information L ess Frequently

Without this study, FDA, CDC, and NIH will not have information criticaly needed for
understanding the infant feeding arena as it reates to the nation’ s health objectives, infant
formulaissues, breast pump use, and other topics under their authority. This understanding is
needed to inform consumer outreach programs and messages and to inform various policy issues
asdescribed in A.2 of the supporting statement.  Furthermore, without the collection, the HHS
Breastfeeding Awareness Campaign evauation will not have a component that relates mothers
awareness, attitudes, and knowledge to breastfeeding behavior.

Although asmilar study was conducted about a decade ago, this collection isaone time
collection because a subsequent study is not planned.

The technical obstacles to reducing burden are related to the Sudy design. A reatively
large sample sze is needed to conduct the anayses planned and to make meaningful estimates of
behavior (see the statistica power andysisin Attachment F). Data collection about once a
month for the infant’ sfirgt full year is needed to describe behaviors and attitudes prospectively
and with a short enough recall period to enable accurate reporting.  Although the burden will be
subgtantia for the women in the study, it will be about the same as they would have experienced
as part of the consumer opinion pane, of which they will dready be members when we contact
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them. Pand members routingly receive about ten to fifteen questionnaires ayear. While they
are paticipating in this study, mothers will not receive questionnaires from any other sudies.

A.7 Special Circumstances That Occur When Callecting This
I nfor mation

The respondents will be contacted and asked to complete questionnaires gpproximately
once amonth. Although it will not be the same information each month, there will be repetition
inthe questions asked. Thisis necessary in order to measure infant feeding practices over time
because feeding patterns change rapidly during infancy.

Respondents will be asked to respond as soon as possible. Because questionnaires are
sent every month near the infant age for which the data are to be reported, we cannot give the
mothers a month to complete each questionnaire. Such alengthy response period would cause
infant age to vary widely from the intended age. In the previous study, the average age a which
each questionnaire was answered was the intended infant age. For example, the Neonata
questionnaire sent at infant age one month had a median age of 35 days.

The study design will not produce data that can be generdized to the universe of infants,
pregnant women, and new mothersin the US. Before thefirg infant feeding study was
conducted, project staff considered many possible designs and consulted with severa experts.
The conclusion was that screening costs would be enormous to find alarge sample at the
required stage of pregnancy to assemble a pand, and that subsequent nonresponse from a panel
composed of the genera population would be so high that the nonresponse bias would invdidate
the study. The people most likely to drop out would be those not included in the consumer
opinion pand — the low educated and unstable households. Use of the consumer opinion pand
will provide data primarily on amiddle segment of the US population, but the segment included
isfarly broad. For example, 20% of the previous study sample participated in the Supplementa
Feeding Program for Women, Infants, and Children (WIC), the same proportion as the genera
population at thetime. In this study, the nature of the bias will be known and the datawill be
truly longitudina because most of those who begin the study will complete it. Panel members
who have low education and who are of minority race and ethnicity will be oversampled to
increase the total number of representatives from these groups.

No other specid circumstances will occur in this data collection.
A.8 ldentification of Outside FDA Sources

All of the agencies that intend to use the data have participated in the Questionnaire
Working Group (QWG), dong with experts from other government agencies. The group has met
face-to-face for two dl-day meetings and one haf-day meeting and has exchanged drafts and
comments between and after meetings. The QWG includes the following people outside of
FDA:

Larry Grummer-Strawn CDC/ Nationa Center for Chronic Disease
Prevention and Hedlth Promation
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Kaherine Shedy CDC/ Nationa Center for Chronic Disease
Prevention and Hedlth Promation

Margaret McDowell CDC/NCHS

Suzanne Haynes DHHSOWH

Nancy Potischman NIH/NCI

Tonse Rgu NIH/NICHD

Danid Raiten NIH/NICHD

Rosemary Higgins NIH/NICHD

Susanne Strickland NIH/NICHD

Mary Frances Picciano NIH/ODS

Betsy Frazao USDA/ERS

Pat McKinney USDA/FNS

Ann DiGirolamo Emory Universty, Rollins School of Public
Hedth

Petty Goldman Ad Council

Kate Nammacher Ad Council

In addition, the Project Staff have consulted with Cindy Lee Dennis (University of
Toronto, Ontario) regarding measures of breastfeeding confidence; Fern Hauck (University of
Virginia) and Marian Willinger (NIH/NICHD) on infant deeping arrangements and the possible
association with SIDS; Nancy Wright (Neonatologist, Children’s Hospital and Sharp Mary Birch
Hospita for Women, San Diego, CA) regarding early infant feeding issues; and Kathryn Dewey
(Department of Nutrition, University of Cdifornia Davis) dso regarding early infant feeding
iSsues.

In the Federal Register of April 21, 2004 (69 FR 21548), FDA published a notice soliciting
public comments on this information collection.

FDA received five Paperwork Reduction comments on the proposed Infant Feeding Practices
Study 11; one comment was from amember of the public, two from industry groups, one from
another government agency, and one from amedical center. In the request for comments (69FR
21548-21549), the Agency invited comments on four topics. Two of the comments we received
addressed the first topic: whether the proposed collection of information is necessary for the
proper performance of FDA'’s functions, including whether the information will have practicd
utility. Two comments addressed the second topic: the accuracy of FDA's estimate of the burden
of the proposed collection of information, including the vdidity of the methodology and
assumptions used. Two comments addressed the third topic: ways to enhance the qudity, utility,
and clarity of the information to be collected. These latter two comments were from the infant
formulaindustry and provided detailed comments about many aspects of the study, including the
sampling design, the questionnaire design and specific questions, and possible interpretations of
results. No comments specifically addressed the fourth topic: ways to minimize the burden on
the collection of information on respondents, including through the use of automated collection
techniques, when appropriate, and other forms of information technology.

13



Commentson thefirst topic: whether the proposed collection of information is necessary for
the proper performance of FDA'’ s functions, including whether the information will have
practica utility.

1. One comment from a member of the public Sates that the Agency does not need
additiona information about infant feeding practices because there is dready a substantia
amount of information on thistopic.

The Agency is not persuaded that exigting informetion will fulfill the Agency’s nesds
We note that detailed, longitudina information about infant feeding has not been collected by
anyonein over adecade. In the approximate decade since the first IFPS, a number of dietary
practices related to infants have changed. These changes include the availability of new
formulations of infant formula (specificaly the addition of docosahexaenoic acid (DHA) and
arachidonic acid (ARA) - types of omega-3 and omega-6 fatty acids— to some formula), the
increased use of breast pumps, and probable increased intake by infants and mothers of dietary
supplements (i.e., vitamins, minerds, herba, and botanica supplements). Knowledge related to
infant feeding has dso increased, including the possihility of preventing or delaying food dlergy
through early infant diet and evidence that certain other diseases, such as diabetes, may be
related to solid food timing. Furthermore, overal bresstfeeding rates have risen dramatically
over the past decade, creating the need to better understand how infant feeding patterns and their
determinants have changed. Breastfeeding initiation in 2002 was 70%, compared with 54% in
1992, and duration to six months was 33%, compared with 19% in 1992. Additiondly, increased
physician education related to breastfeeding, improved maternity care practices, and some State
and federd laws have dtered the barriers that women face in making infant feeding decisions.
There is aneed to understand infant feeding in the context of these new environments.
Consequently, a need exists to update the database with a current description of the practices of
mothers of infants.

2. One comment from another government unit sates that saff use the deta from the
first IFPS and thet they are in favor of the IFPSI1.

The Agency agrees that information from the IFPS 11 will be useful to many government
agencies and their gaff.

Comments on the second topic: the accuracy of FDA'’s estimate of the burden of the proposed
collection of information, including the vdidity of the methodology and assumptions used.

1. One comment from amedica center recommends that the data collection be done by
an independent contractor and not by a formula manufacturer. 1t states that the contractor should
not have any afiliaion with the formulaindudry.

The Agency agrees that the data should not be collected by aformula manufacturer. The
data will be collected by an independent contractor under the direction of FDA employees.

2. One comment from the formulaindustry states that the sample of the IFPS 11 should
be representative of the generd population of new mothersin the United States. The comment



asks what steps will be taken to ensure that the proposed data collection is truly representative of
the generd population. The comment aso notes, however, that the sample of the first IFPS was
not representative and acknowledges that if the sample of IFPS 1 is representative of the genera
population, FDA will not be able to validly compare results from the two data collections.

Although the Agency agrees with the principle that a nationdly representetive sampleis
idedl, it disagreesthat this characteridtic is essentid for the IFPSI11. The IFPS 11 sample will not
be representative of the general population of new mothersin the United States. The IFPSII
sample will be drawn from the same consumer opinion pand (a collection of households
throughout the U.S. in which members have agreed to answer questionnaires by mail) from
which the origind study sample was drawn. Before the firgt infant feeding study was conducted,
project staff considered many possible designs and consulted with severd experts. The
conclusion was that screening costs would be enormous to find alarge sample at the required
stage of pregnancy to assemble a panel, and that subsequent nonresponse from a panel composed
of the generd population would be so high that the nonresponse bias would invadidate the study.
The people most likely to drop out would be those not included in the consumer opinion pand —
the low educated, those from unstable households, and those with low English proficiency. Use
of the consumer opinion pand will provide data primarily on amiddlie segment of the US
population, but the segment included isfairly broad. For example, 20% of the previous study
sample participated in the Supplemental Feeding Program for Women, Infants, and Children
(WIC), the same proportion as the generd population of mothers of infants at thetime. Inthis
study, the nature of the biaswill be known and the datawill be truly longitudina because most
of those who begin the study will completeit. Pane members who have low education and who
are of minority race and ethnicity will be oversampled to increase the tota numbers from these
groups. Use of the same sample frame asthe origina study will enable comparison acrosstime
on some key variables.

For certain andyses the IFPS || sample will be weighted to the distributions of
characterigtics of new mothersin Vita Statistics to make the results more representative.

3. One comment from industry states that the data collection instruments are lengthy and
detailed and gppear to be written for an educated, highly literate population. The comment States
that this characterigtic will makeit difficult for the consumer sample to be representative of the
generd population. The comment recommends that the Agency take stepsto make dl survey
ingdruments appropriate for the genera population, including low literacy and minority
subgroups. The comment aso refersto the Agency’ s proposd to have a subset of the sample
complete amodified Nationa Indtitutes of Health, National Cancer Ingitute (NIH-NCI) Diet
History Questionnaire (DHQ), and asks how the DHQ will be modified for usein the IFPSI.
The comment gates that the standard DHQ appears to be based primarily on atypicd Western
diet and collects limited informeation on ethnic/culture- specific foods.

The Agency disagrees that the data collection instruments should be appropriate for low
literacy subgroups. The Agency notesthat al pand members are, in fact, literate. 1t would be
impossible to conduct amail survey with people who have low literacy. As noted earlier, the
consumer opinion panel will provide dataon afairly broad middle segment of the US population,
with oversampling of pane members who have low education and who are of minority race and
ethnicity. Thus, the sample will include arange of education and income, including some pand
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members with no more than a high school education and some low income respondents who
qudify for the WIC program. Based on pretesting and on our experience with the first IFPS, we
expect that the length and detail of the questionnaires will be appropriate for the IFPS 11 sample.

Maor parts of the instruments were extensively tested and used successfully in the
previous IFPS. In the previous study, 32% of the sample had no more than a high school
education, and as noted above, 20% participated in WIC. Some of the previous questions and
the new questions have been cognitively tested with a smal number of WIC mothers and
mothers from the panel from which the sample will be drawn. After OMB approvad for the data
collection, apilot test will be conducted for additiond testing. One finding from the cognitive
testing isthat, for some types of questions, it is eader for the mothers to give detailed answvers
than to answer “in genera” responses.

In response to the question about modification of the DHQ, the original NIH-NCI Diet
History Questionnaire asks participants about foods consumed during the past year. For the
IFPS 11, the questionnaire was modified to ask about foods consumed in the past month, a more
appropriate interval for measuring diet in pregnancy and lactation. Additionaly, foods and
dietary supplements of specid interest in pregnancy and lactation were added to the
questionnaire, including certain fortified foods, foods relevant to devel oping messages about
food safety, prenata vitamin supplements and herba and botanica preparations known to be
used for conditions of pregnancy or breastfeeding or known to be taken by pregnant women.
The wording of the question items s given in our draft modified DHQ, which was availgble for
review a the time of our first notice of proposed data collection (69FR 21548-21549) and is
again available with the present notice,

The DHQ was designed based on food intake from a generd population nationd dietary
survey, USDA’s Continuing Survey of Food Intakes by Individuals 1994-96. These reference
data are representative of the entire U.S. adult population. It is true that the DHQ collects limited
information on culture-pecific foods. However, sgnificant portions of the questionnaire inquire
about consumption of whole foods, such as various fruits, vegetables, and grains which are
common to many cultures. Because the DHQ was developed using nationally representative
food intake data, it is gppropriate for this sample of mothers from afairly broad middle segment
of the US population.

Regarding the comment about length and detail of proposed survey insruments, we note
that the infant related questionnaires take less time to complete than they appear because of skip
patterns. All questionnaires include some questions that only mothers with certain
characteristics will answer, and most mothers will skip at least some of these sections. In the
postnatal questionnaires that are composed of various modules, some of the modules will be
completed only by select mothers. For example, Module B, Stopping Breastfeeding, and Module
C, Food Allergy, will be skipped by most mothers in most months they are sent.

The NIH-NCI DHQ may appear to be lengthy and detailed, but its design emphasizes
clarity and ease of use for the respondent. The DHQ), developed using extensive cognitive
testing, presents food questionsindividuadly, rather than in the older, “grid” format; avoids
grouping food items that are not conceptudly smilar (dthough their nutrients may be amilar);
and uses nested questions about differing forms of afood. When compared with an older, grid
format questionnaire in amailed survey, the DHQ had a better response rate, was rated easier to
use by participants, and had fewer missing or unusable responses on portion Sze, even though
the grid format questionnaire had fewer pages and took lesstime to complete. Other studies
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have shown that the accuracy of digtary intake using the DHQ is similar to or better than thet for
gtandard grid format questionnaires when compared with checklist or 24-hour diet recdl criteria

4. One comment from industry statesthat use of the IFPS |1 data to evaluate the HHS
Nationa Breastfeeding Awareness Campaign will not be vaid unless the sampleistruly
representative of the U.S. population and has an adequate sample of African Americans, a group
that the Campaign especialy hopes to reach.

The Agency is not persuaded that this component of the Campaign evaluation requires a
nationaly representative sample. A separate pre-post design evauation that has anaiond
probability sample will examine the Campaign’ s effect on attitudes related to breastfeeding, and
mogt of the questions used in that evauation have been included inthe IFPS 1. The design of
the campaign evaduation component of the IFPS 11 is a prospective post-test only measure usng
datigtica controls. The andysiswill gatistically compare mothers who are more and less
exposed to the campaign and who are more and less aware of the campaign on the dimensions of
perceptions and beliefs about breastfeeding, breastfeeding confidence, feeding intentions, and the
breastfeeding behaviors of initiation, duration of exclusive breastfeeding, and duration of any
breastfeeding. Appropriate control variables will be included in the andys's, such as
demographic characteristics and previous breastfeeding experience. Mother’srace will be
included in the andyss to provide information on the extent to which the campaign was
effective among African American mothers. As noted above, African American mothers will be
oversampled to ensure an adequate number for anadysis.

The IFPS 11 includes severd dements that enhance the evauation design. One strength
of the design is the prospective data collection. Information about awareness of the campaign
will first be obtained during pregnancy (in addition to monthly after the infant’s birth), and the
outcome variables will be measured throughout the infant’ sfirst year. In addition, the data will
be collected nationdly, which will provide geographic variation and therefore the ability to
collect datain communities with varying degrees of exposure to the campaign.

Commentson thethird topic. waysto enhance the qudity, utility, and clarity of the
information to be collected.

1. One comment from industry urges FDA not to ask for specific formula brand name
because thisinformation is not needed for the Agency purposes and could be mis-used by
researchers outsde of the Agency who andyzethe data. 1t recommendsthat if brands are asked,
colored package photos of each brand be provided to respondents to improve accuracy.

The Agency agrees that formula brand information is not needed for our purposes, and
we have revised response options to obtain the information we need without identifying specific
brands. Our interest isin certain characteristics of the formula, such as whether it was milk, soy,
or hydrolysate based, and whether it contains DHA and ARA. We have determined that a series
of questions to obtain formula characterigtics directly from mothersis not the best option because
some mothers do not know some of the characteristics of interest and because the series of
questions required each time formula characterigtics are asked would increase the length and
repetitiveness of the survey. Therefore, we will ask mothers what brand of formulathey are
using, but the brands will be grouped so that individua brands cannot be identified. For
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example, dl of the milk-based formulas, including store brands, without DHA and ARA will be
grouped together; dl of the soy-based formulas, including store brands, without DHA and ARA
will be grouped together, and so forth. The exact groupings are listed in the questionnaire.
Because brands are grouped, there is no need to use color photos to distinguish different
formulas with smilar names because the most smilar oneswill be in the same group.

2. One comment from industry questions whether the two psychological testing scaes
should be used inamall survey. Particularly regarding the depresson scale, the concern is that
the federa government would possess potentidly life-saving information that cannot be used
without violating the promise of respondent confidentidity.

The Agency is confident of the gppropriateness of these scalesfor amail survey. The
Edinburgh Postpartum Depresson Scaeis a publicly available instrument and is established in
the field as a tandard screening tool for postpartum depression. The Edinburgh Postnatal
Depression Scae has been used previoudy in at leest two large mall surveys, one of which dso
assessed the relation between breastfeeding and postpartum depression. It isadministered asa
sdf-completed survey when it used in dlinics or other settings where face-to-face interactions are
possble. The IFPSII will use averson dightly modified for consstency with the conventions
of the American language, as used in the Listening to Mothers Study.

The Ligtening to Mothers Survey (LtMS) was a concurrently administered mail and web
survey completed by 1,583 women who had given birth in the last twenty-four months. This
survey was developed by the Maternity Center Association and Harris Interactive to assess a
broad range of issues related to birth experiences. The survey included items on breastfeeding
related to the intrgpartum hospital stay and the Edinburgh Postpartum Depression Scale. The
Agency has consulted with the principd investigators on the LtMS, who have expertisein
postpartum depression as well asthis particular survey methodology, and is convinced that
adminigration of the Edinburgh Postpartum Depresson Scae survey in this medium is
gppropriate and does not introduce risk to the mothersinvolved in the IFPSII.

The comment is correct that the IFPS [1 will not have procedures to refer women for
follow up evaduation if they score rdatively high on the depression scale. We note that even a
high score does not indicate alife-threatening extent of depression.  Previous researchers have
faced this same issue of lack of follow up as well, which has been reviewed in al cases by the
gppropriate Inditutiona Review Board. The Indtitutional Review Boards reviewing prior mail
surveys have determined this risk to be minimal, and use of this measure has a so been approved
by FDA'’s Research Involving Human Subjects Committee. The Rosenberg Sdf-Esteem Scae
measure was devel oped to be salf-administered and has high rdiability. It measures astable
characterigtic of adults, and therefore a characteristic unlikely to change greetly during
pregnancy and the postpartum period. The Rosenberg Sdlf- Esteem Scale contains no items that
are sendtive. Itismore scientificaly rigorous, aswell as efficient for the government to use
edtablished rediable instruments that are available and gppropriate than to develop its own.

3. One comment from industry states that the wording and order of questionsin the 1993
questionnaire have been changed so much that FDA haslogt the ability to legitimately compare
the two studies and draw conclusions about changes over time.
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The Agency is not persuaded that comparisons between dl question results will be
invaid because of the addition of new questions and the dight differing in order from the
previous study. Nearly all repeated surveys add and drop some questions between data
collections because of the imperative need to address current issues while keeping the survey
length reasonable. The Agency recognizes that some of the questions have changed from the
1993 study and that the context of some questions has necessarily changed because new
guestions have been added. However, FDA has kept the same order of questions relative to the
1993 study to the extent possible, but with some modifications to improve but questionnaire
flow. In addition, for the postnatal questionnaires the modules will be placed in the same order
as they appeared in the 1993 study. Mogt of the postnatal modules will be sent with the same
frequency and a the same infant ages asin the previous study. The modules that primarily
cons st of new questions will be placed near the end of each postnatal questionnaire in order to
minimize achange in context for the questions repested from the previous study.

4. One comment from industry states that the questionnaire flow, i.e., the order of topics
and the trangition between topics, needsto beimproved. It points out that some of the problem
with questionnaire flow occurs because of the difficulty of accommodating new questions within
the order of the old questions.

The Agency has eva uated the order of topics in some of the cognitive testing that has
been conducted and will dso evaluate it in the pilot tests to be conducted after OMB approval of
the data collection. The comment is correct our addition of new questions and deletion of old
ones has led to aless smooth questionnaire flow in some places. We have sacrificed
improvements in order to maintain maximum comparability with the previous study except
where the flow was especiadly awkward. The Agency is convinced that comparability isthe more
important characteristic and that questionnaire flow is sufficient to achieve valid data

5. One comment from industry states that some of the questionnaires are extremdy long
and that some of the repeated questions have increased in length and complexity. The comment
urges FDA to conduct pretests to identify and correct sources of respondent fatigue, confusion,
or incongstency.

The Agency agrees that pretesting the questionnairesis important. We have conducted
cognitive interviews on some parts of the questionnaires, and we plan to conduct larger pretests
after OMB approvd for information collection is granted. We disagree that any of the
questionnaires are extremely long. Noneislonger than the questionnairesin the origind study,
for which response rates and data quality were very good. As part of the questionnaire
development and in response to these comments, we will continue to evauate the effect of
lengthy questions before the questionnaires are fiel ded.

6. One comment from industry states that some of the questionnaires do not include a
WIC participation question.

The WIC participation question will gppear in dl questionnaires. Itisin ModuleL,
which will be sent in dl postnatd questionnaires.

19



7. One comment dates that factua information is needed on how much influence, if any,
infant formulalabding and advertisng have on awoman's decison to use infant formula. 1t
recommends that questions be added that will address formula marketing and use of infant
formula. A specific question recommended is whether mothers reed infant formula labels before
they decide whether or not to breastfeed, and if o, how much influence the information on the
labels has on their decison.

The Agency is not persuaded that direct questions about the influence of various factors
on infant feeding intentions will be useful. At the time of the prenatd questionnaire, mothers
will have intentions for methods of feeding their babies but actud behavior will come after the
infant isborn. We have included questions about sources of information, which is an gppropriate
and related topic.

8. One comment states that an assessment of the impact of the National Breastfeeding
Awareness Campaign on awoman's decision-making would be ussful.

The Agency agrees with this comment. We note thet the questionnaires have been
designed to measure the association between awvareness of and agreement with the campaign
messages and breastfeeding behaviors promoted by the campaign.

9. Both comments from industry provide recommendations on specific questionnaires.

|. Prenatal Questionnaire

Generd: the questionnaire emphasizes breastfeeding, which could bias respondents
postnataly. The concern isthat answering questions about breastfeeding prenatally will have an
artificid effect on behavior.

The Agency disagrees that any effect on behavior of answering questions prenatdly will
be large. While the Agency is concerned about the possibility of previous questions influencing
behavior, it is essentid to obtain a description of infant feeding intentions and attitudes from the
prenatal questionnaire. Mogt of the sources of information about infant feeding that a pregnant
woman is exposed to probably mention the value of breastfeeding, so that answering questions
about breastfeeding will not introduce an idea to which the mother would not otherwise be
exposed. Itisunlikely that the presence of questions about breastfeeding will affect subsequent
behavior differently than questions from hedth care professonds and important family members
or information dready available to pregnant women. Additionally, approximately 70 percent of
new mothersin the United States initiate breastfeeding and the rates are expected to be higher in
this sample because of the demographic characteristics. Therefore, most women in the sample
will have thought about bresstfeeding and will have planned to initiate bresstfeeding before
reading the IFPS 11 questions.

A. One comment recommends that prenata questions about intended feeding methods
appear earlier in the questionnaire, followed by questions to dlicit the primary influencers of her
decison. A smilar comment states that the prenatal question about exposure to breastfeeding
and infant formulainformation from various sources is adequate to assess awareness of those
sources, but that to assess impact, additiona questions about how much impact the public
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communicetion or advertisements had on knowledge, decison-making and behavior should
follow. The comment recommends that the Agency ask the mother to rate the influence of
certain information on her decision-meking.

The Agency agrees that moving intended feeding methods to an earlier part of the
questionnaire will subgtantialy improve the questionnaire flow and has made this change.

We are not persuaded that direct questions about the influence of |abels and advertising
on infant feeding behavior is as useful as questions about exposure to various factors and the
subsequent measurement of attitudes and behaviors. People are often unaware of the effect of
specific information. For example, most people report that advertising has no effect on their
behavior, but research indicates that thisis not the case. We do ask about the reasons for certain
behaviors, including sopping breastfeeding, changing formula brands, and choosing formula
brands. For thefirst behavior, the mother is not likely to be aware of the influence of specific
information such as formulaadvertisng. For the other two behaviors, it is possble that mothers
sought information from formula labels and advertisng and are therefore more likely to be adle
to report their influence.

B. One comment States that the question about which medica conditions the baby’s
relatives have will confuse the respondents, particularly the “ other relatives’ column becauseit is
unclear how to answer if some other relatives have the condition, some do not, or their
conditions are not known. It recommends that the question be reduced to ask whether anyonein
the family has each condition. In addition, the comment states that the terms * eczema,” “food
dlergy,” and “overweght/obesity” are not defined, thereby dlowing for awide range of
interpretations.

The Agency has completed cognitive testing of this question and has found that pregnant
women and mothers do not have trouble answering it. Thistype of checklist is commonly
completed at doctor’ s offices and in other medicd settings. The information isimportant to have
for the mother hersalf because some of the conditions may affect bresstfeeding. Whether the
infant’ s first degree reldives, in contrast to other relatives, have the condition isimportant. The
guestion asks about “any” other rdatives, not “dl” other rdaives, awording which should help
the mother understand the meaning of the question.

As people answer medical condition checklists, they should recognize the term if they
have the condition. Cognitive tests have shown that mothers are not disturbed by encountering
unknown conditionsin thislis. The Agency has asked whether respondents or their infants or
children have food dlergiesin the original IFPS and aso in generd population telephone
surveys. Itislikely that people who have atrue food dlergy, and especidly a severe one, will
classfy themsalves correctly so that the category will include nearly dl of the targeted group, but
will dso include some that are not actudly in the dlassfication. That is, the classfication will be
useful even though it is not perfect. Regarding “overweight/obesity,” athough some respondents
may misclassify themsalves or their rdatives, prior research has demondrated that self-report of
this condition is gppropriate for use in thistype of research setting.

C. One comment states that the workplace questions ask mothers to speculate on
workplace receptiveness to breastfeeding but that al these questions are vague and should be
qudified.
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The Agency is not persuaded that the workplace questions are vague nor that they ask for
Speculation on the part of the mother. The pregnant women we have interviewed so far have
been aware of workplace issues related to breastfeeding because they are in a Situation that
makes the information very relevant to them. A later questionnaire asks about specific issues
related to workplace and to child care support for breastfeeding, and it asks for the mother’s
overdl impresson using the same questions asin the prenatd questionnaire. Cognitive testing
on the full set of questions has shown that mothers can answer the specific and the generd
question easlly and that they see the genera question as asummary of al various practices and
policies of thework place. The mother’s overdl impresson iswhat the question intends to
measure, and it appears to work for this purpose. The cognitive interviews suggest that mothers
give the question a consstent interpretation.

D. Both comments from industry find this question to be vague: “Which of the
following statementsis closest to your opinion? The best way to feed ababy is” They state that
the age of the baby is not specified in the question and that “best” is not defined in terms of the
mother’s or child'sinterest. One comment recommends a different question: “From what you
know, which is generdly hedthier for aninfant: breastfeeding, formula feeding, both are about
the same?”’

The Agency is not persuaded that the question is vague when asked in the context of the
prenatal questionnaire. The question was asked on the origina IFPS, and it was anayticaly
useful. The context of the prenatad questionnaire leads respondents to think of very young babies
rather than older ones. The question asks for a generd, overdl assessment by the mother, smilar
to the overall assessment we ask regarding the supportiveness of the workplace. We have no
reason to believe that mothers have varied interpretations of this question. If we ask about the
best feeding method for different interests and different dimensions, such as physica or
psychologica hedth, many additiona questions would be needed, and we would not know how
important the various aspects are to the mothers. The one question provides us with the
information we are seeking.

In addition to these congderations, this question was asked on the population survey to
assess pre-campaign attitudes toward breastfeeding. 1t isimportant to ask the same question of
mothersin the IFPSII.

E. One comment states that new mothers are notorioudy poor at remembering where
advertising has been seen. It suggests that responses be collgpsed into a Single response on the
guestion which asks where mothers where they have seen advertisements about breastfeeding
and about infant formula

The Agency disagrees that these response categories should be collgpsed. This
information was asked for breastfeeding on the population survey to assess pre-campagn
attitudes toward breastfeeding. As noted above, it isimportant to ask the same question of
mothersinthe IFPSII. It would be confusing to ask mothers one set of sources for breastfeeding
and adifferent one for infant formula
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F. Both comments from industry suggest thet the Agency differentiate between
emotiond commitment and understanding of scientific relationships in the following question:
“How strongly do you agree or disagree with the following statement? Infant formulais as good
as breast milk” and other statements. Both comments from industry assert that the question does
not specify the meaning of “good” or of “less’ likely.

This question is one asked on the population survey conducted before the National
Breastfeeding Awareness Campaign launched. Each statement asks about a specific information
element of the campaign. These are essentia and direct measures of agreement with the
campaign messages. The Agercy is not persuaded that the question should be changed.

G. One comment asks that the following question be deleted because such adjective
checkligts of thistype are typicaly administered immediately after exposure to an ad, not when
respondents must recal their fedings about an ad they saw in the pagt. “ Thinking about the
advertisement for breastfeeding, please mark whether you agree or disagree with each of the
following statements. It's entertaining,” and other statements.

The Agency agreesthat this question should be deleted throughout the questionnaires.

H. Both comments from industry recommend adding a question about formula feeding
smilar to the following question to reduce potentia bias caused by a concentration on
breastfeeding. “About how many of your friends and relaives have breastfed their baby?’ It
aso recommends adding “if any” after “about how many,” to ensure that the response “non€’ is
not underreported.

The Agency agrees that it would enhance the study to include a Smilar question to
determine whether the respondent has friends or relatives who have used formula. Because most
infants receive formula some time during the first year even if they are breastfed, the more
meaningful question would be how many friends and relatives used only formula from their
baby’s birth. We are not persuaded that the additiona phrase “if any” isneeded. The question is
one from the origind study, in which three percent of respondents chose the option “none have
breastfed.” In addition, one percent said that none of their friends or relatives have children, and
eight percent responded “don’t know.” In al, twelve percent chose an answer other than a
number. While afrequency distribution cannot assure that a response was not underreported, it
does at least indicate that a Sizeable number of respondents noticed the response options other
than numbers.

I. One comment notes that “ never” was added to the response options and recommends
that “never” be replaced with “don’t know” in the following question: “How old do you think
your baby will be when you first feed him or her formula or any other food besides breast milk?’

The Agency is persuaded that “never” should be deleted from these response options. In
order to keep the regponse options the same asin the origind question, “don’t know” will not be
added.
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J. One comment asks that the Agency deete these questions. “How old do you think
your baby will be when you completely stop breastfeeding?’ and “Using 1 to mean ‘not & dll
confident’ and 5 to mean *very confident,” how confident are you that you will be able to
breastfeed until the baby is the age you marked in [previous question]?’ The comment states
that the questions are a repeated measure and that they invite mothers to speculate on when they
will stop breastfeeding and their ability to do what they say (viaa*confidence” scae).
Sengtizing mothersto thisissue prenataly can bias their behavior postnataly. Similarly,
repeetedly asking it postnataly could aso bias continued behavior.

The Agency is not persuaded that the study would be improved by deleting these
questions. Intended duration of breastfeeding was asked in the origina study and is an important
variable for explaining actud duration. The addition of how confident the mother isthat she will
breestfeed for that duration is a question suggested by the Hedlth Belief Mode of behaviora
change. Asnoted above, the Agency is concerned about the possibility that asking questions
about breastfeeding might affect subsequent behavior. As mentioned in the response to the first
item commenting about the prenatal questionnaire, pregnant women are exposed to information
about breastfeeding in multiple ways and from authoritative sources such as child birth
educators, nurses, physcians, and important family members. 1t isunlikely that additiona
exposure through a questionnaire will have substantia additiona effect.

II. Birth screener

A. One comment recommends that the Agency claify this question: “Did the
mother/you have any medica problemsthat prevented (her/you) from feeding the baby for more
than aweek?’ The comment states that it is not clear whether the question pertains only to
breestfeeding.

The Agency is not persuaded that changing this question will improve the ussfulness of
the data because it was used in the previous study to screen out mothers with serious medica
problems. However, we will add an interviewer ingtruction to clarify if needed to the respondent
that we mean any type of feeding, not just breastfeeding. To mix the concepts of how the mother
intended to feed the infant and her hedth in one question would change the sdlection criteria for
the sample. Smilarly, to change the question to a series of questions on mothers hedth would
eliminate comparability with the previous sample.

[11. Neonatal Questionnaire

A. One comment states that unnecessary complexity to the point that it interferes with
comprehenson has been added to this question modified from the 1993 study: “In your opinion,
which statement best describes your doctor or hedth professond’ s attitude about feeding your
baby, and the attitude of the staff in the hospita, clinic, or birth center where you ddivered?’
The comment suggests that influences be smplified to OB/GY N, pediatrician, doctor on staff at
hospitd, and other saff a hospita. 1t suggests that responses be smplified to breastfeed only,
formula feed only, breastfeed and formula feed, or no opinion/did not discuss. The comment
aso recommends asmpler dternaive, asking whether any medical professonds or Saff at the
hospita gave advice or opinions on how to feed your baby in the hospital. Those who responded
yeswould be asked to check dl the ways they were advised to feed their baby with the responses
listed above (breastfeed only, etc.).



The Agency notes that the 1993 question asked only about hospital staff and a different
question asked about the recommendation of a doctor or other hedlth professond. The new
question asks about the two hedlth professond categoriesin the same format while
differentiating between the mother’ s and baby’ s doctors, and it asks about perception of attitude
rather than recommendation.

The Agency is persuaded that some of the changes recommended in the comment will
improve the usefulness of the data but that other recommended changes will not. 1n a paper
published from the previous questions on this topic, we found that many women did not report
receiving pogtive breastfeeding messages from doctors and hospital taff and that mothers who
perceived that the hospita staff expressed no preference on feeding method were significantly
lesslikely to breastfeed beyond six weeks. Cognitive interviews have suggested that mothers
differentiate the attitudes of their physician or obstetrician and those of the baby’ s doctor.
Therefore, in the proposed studly, it isimportant to ask the mother to provide an answer for each
type of physcian and for hospita staff and to include *had no preference for method of feeding”
asaresponse option.  In cognitive interviews, the question was tested with the last two response
options (had no preference and had no discussion of feeding) combined, and one of the mothers
expressed a need for the latter category.

The response optionsin the question, strongly favored breastfeeding to strongly favored
bottle feeding, were tested in cognitive interviews to determine whether mothers differentiated
grength of atitude. It was found that they did not. Therefore, the Agency has used the response
option change recommended in the comment (breastfeed only, formulafeed only, etc), aong
with the no preference and no discussion response options.

B. One comment asks that the Agency reword the question on what the mother thinksis
the recommended number of months to exclusively breastfeed a baby to ask whether the mother
received a recommendation about how long to exclusvely breastfeed. The comment expresses
concern that the current question will lead mothers to assume that there are arecommended
number of months and invites them to guesswhat it is.

The Agency is not persuaded that this question should be changed as suggested. Because
there is arecommendation from the American Academy of Pediatrics Work Group on
Breastfeeding and from the American Dietetic Association to exclusively bresstfeed for 6
months and from the American Academy of Pediatrics Committee on Nutrition to breastfeed
exclusvey for 4 to 6 months, and because the Nationd Breastfeeding Awareness Campaign will
include exclusive breastfeeding for 6 months as amessage, the IFPS |1 needs to collect dataon
what mothers think the recommendation is, regardless of whether a health professona has made
a specific recommendation to the mother. The Agency added a response option, “Don’t know,”
50 that mothers will not be encouraged to guess.

C. Both industry comments state that Some response options are missing from this
question: “What were the reasons you decided not to breastfeed your baby?’ Both comments
are concerned that persona preference and the inconvenience of breastfeeding are not included.
Both comments aso suggest rewording one of the response options from “had to go back to
work/school” to “planned to go back to work/school.” Both recommend that the question obtain
ameasure of importance for the reasons. One comment recommended including responses to

25



identify infant formula advertising and breastfeeding promotion as reasons for the feeding
choice. The comment aso recommended including economic reasons because of the clamed
hedlth benefits of continued breastfeeding and associated medica care cost reductions.

The Agency is persuaded that obtaining a measure of importance will improve the
question because it will make it comparable to other smilar questions. We note that
“breastfeeding was too inconvenient” was a response option for asimilar question on reasons for
stopping breastfeeding, and we have changed this neonata question to have the same response
options, to the extent possible, as the question on stopping breastfeeding. 1t now includes the
option, “I thought that breastfeeding would be too inconvenient.” The Agency does not agree
that “persond preference’ will be ahepful response option because it istoo vague. We dso do
not agree that adding a response option on economics will be useful for this question because the
economic benefits are associated with breastfeeding, not with formula feeding.

Asdiscussed earlier, we do not believe that motherswill be avare of or ableto
adequately report the influence of formulalabeling and advertissment. That option has not been
added.

D. One comment datesthat this question is vague and should be deleted “How
long was it until you became emationdly comfortable nursing your baby?’

The Agency is not persuaded that this question should be deleted. Onereasonisthet it is
repeated from the original study. Ancther reason isthat initia cognitive testing has shown that
mothers for whom bresstfeeding has gone well have chosen shorter times than mothers who have
had more difficulty with breastfeeding.

E. One comment recommends that this question be returned to the wording in the 1993
questionnaire: “Did you get any help with these problems from adoctor or other hedlth
professond, alactation consultant, or a breastfeeding support group?’ 1t notes that the origina
questions said “did you ask for help.”

The Agency notes that these two questions address very different phenomena. The
origind question will reved whether mothers recognize the need for help and ask for help in the
early days of bresstfeeding, whereas the revised question addresses the actua provision of
assistance to mothers regardless of whether they asked for help. The Agency is persuaded that
the 1993 question should be retained; however the revised question will beincluded as well to
differentiate these two experiences. Because mothers may receive help whether they ask for it or
not, one question is not contingent on the other.

F. One comment recommends changing the question on pain with breasifeeding. The
comment states that the 10-point scae (from no pain a al to the worst pain you have ever felt) is
not gpplicable to breastfeeding and riskstrividizing the issue. 1t dso sates that it is debatable
whether mothers can accurately recall and differentiate the pain level over four short and
successive periods of time. It suggests that the question be divided into two questions.  The first
question would ask the mother to rate the pain the first time she breastfed on a4-point scae from
very severe to no pain. The second question would ask whether the pain became less severe over
time.



The Agency disagrees that changing this question will improve the data. Cognitive
interviews have shown that breastfeeding pain usualy begins later than the first breastfeeding
and that after pain develops, it diminishes rgpidly for some mothers but dowly for others.
Therefore, aquestion will not characterize the pain if it only asks about pain at the first
bresstfeeding and then evolution of thispain for atime. In addition, a 10-point scalefor pain
with anchors smilar to those used in the question is a sandard pain self-assessment. We have
changed the anchor to read “worst possible pain” to reflect the exact wording of the published
anchorsfor thisscale. Our use of this scale for different time periods will enable respondents to
describe the leve of pain over time, not only whether it got better. The motherswill be about 3
weeks pogtpartum when they answer this question, and it is unlikely that the time periods will
have dready blurred for them.

G. One comment states that the questions about gift packs should be modified to reflect
the possibility of multiple gift packs or multiple samplesin the mail.

The Agency acknowledges that mothers receive multiple gift packs and may aso receive
multiple samples of infant formula through the mail. A question was added that asks about
receiving gift packs from places other than the hospital, and the question about receiving a gift
pack from the hospita has been darified. The issue of digtinguishing formula brands from the
various sources of gift packsis no longer relevant because we do not ask about formula brand.

H. One comment states that an added response option to this question is vague and could
aoply to dmogt any brand: “When you first began buying formula, how did you decide which
brand of formulato buy for your baby?’ The option of concernis. “Chose abrand advertised as
better for my baby’s development.” The comment notes that the Statement is leading because
consumers are not likely to distinguish between “advertisng” and other forms of information
about brand benefits.

The Agency is persuaded that the option should be changed rather than deleted, and we
have reworded it asfollows. “I heard that the brand is better for my baby.” The question is
asking for the mothers reasons for choosing aformula brand, and most of the response options
could apply to any formulabrand. We agree that mothers are not likely to distinguish
advisements from brochures or other information about formula, and we are not interested in a
narrow definition of advertisement. The new wording does not ask the mother to digtinguish
advertisng from other information.

I. One comment dates that the reference formulain this question is unclear: “Did you
discuss your choice of formula brand with the baby’ s doctor.”

The Agency agrees that the reference formulais unclear and has revised the question to
daify it.

J. One comment recommends that “brand of formula’ replace “choice of formula’ so
that it is not confused with form of formulain two questions. “Did you discuss your choice of
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formula brand with the baby’ s doctor” and “ During the past two weeks, have you switched the
formulayou feed your baby?’

The Agency notes that formula brand is dready in the first question. The second one has
been changed to incorporate the recommended change.

K. One comment states that too many response options have been added to this question:
“What kind of problemg(s) have you had (breastfeeding since the first week)?’ The comment
dates that the added response options complicate the question and contribute to driving the
guestionnaire to an unacceptable length.

The Agency is not persuaded that adding relevant response options complicates a
question. Rather, it gives respondents away to indicate an answer that best fitsthem. In
cognitive interviews, respondents offer additiona responses to questionsiif they find that none of
the responses fit them or if they have additiond sdient responses that they want to give. The
agency is not persuaded that the neonatal questionnaire is an unacceptable length. The new
guestionnaire is about the same length as the neonatal questionnaire in the 1993 study, which had
avery high reponse rate.

L. Onecomment repeats comment Jon the prenatal questionnaire, concerning the
repeated question regarding intended duration of breastfeeding and confidence in achieving the
intended duration.

See response under comment J for the prenatal questionnaire.

M. One comment suggests that the Agency change this question to ask about concerns
rather than fedings. “How often do you have the fedings described in the following
Satements?’

The Agency is not persuaded that the change would improve the data. The purpose of the
guestion is to measure the mother’ s confidence in breastfeeding. The concepts included are
those that occur in severd lengthy measures of breastfeeding confidence, none of which asa
whole were determined to be appropriate for the IFPS 1. It is possible for a person to be very
concerned about something, and therefore more vigilant and successful, or very concerned
because they are not successful. Changing the question as recommended would provide an
indication of concerns without information on how the mothers coped with the concerns. In
cognitive interviews, mothers have indicated that they are concerned about some statements to
which they respond very postively. For example, amother said that she is dways concerned
whether her infant gets enough milk a afeeding, so she observes the baby to see that he appears
satisfied. She marked “dways’ for “I fed that my baby gets enough breast milk at each
feeding.” It isthe later information that will be useful in the study.

V. Module A
A. One comment states that this question attempts to combine two issues that should be
kept separate to minimize the risk of overstating the Stuation: *During the past two weeks, how
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often has your baby been put to bed with a bottle of formula, juice, juice drink, or milk of any
kind?’ The two issues are how often and on what occasons babies are put to deep with abottle.

The Agency is not persuaded that the recommended change would improve the validity
of the data and bedlieves that it would be much more burdensome to respondents. This question is
easy for mothers to answer and it repeats a question from the previous study. The purpose of the
question isto find out how regularly the infant goes to deep with a baottle of anything besides
water. The ngps and bedtimes were divided in the response options because mothersin the
cognitive testing for the first study indicated that behavior sometimes differs by these deep
times.

B. One comment states that certain medica conditions need to be defined in the check
ligt for this question: “Did your baby have any of the following illnesses or problems during the
past two weeks?’ |n particular, the comment recommends that these terms be defined: food
dlergy, eczema, other skin rash.

The Agency agreesthat the term “other skin rash” is vague and has deleted it from the list
of illnesses. Aswe dtated in the response to the comment on the prenatal questionnaire item that
asks the mother to report family history of medica conditions, it islikely that those mothers
whose infants have afood dlergy or eczemawill know what the terms mean, and the others will
not be concerned that they cannot define some of theterms. We do not agree that these terms
need to be defined.

V.ModuleB

A. One comment states that the response grid has been lengthened substantialy for this
question: “How important was each of the following reasons for your decision to stop
breastfeeding your baby?’ The comment states that responses located at the end of the response
grid will probably be understated. 1t recommends that similar responses be consolidated.
Another comment recommends that additional response options be added to dicit information on
the influence of formula advertisements and labedls as reasons the mother stopped breastfeeding.

The Agency shares the comment’ s concern about lengthy lists of response options. The
issue has been addressed in cognitive interviews, but alarger number of respondentsis needed to
evaduate theissue. Inthe previous IFPS, items at the end of the list had sizeable postive
responses. For example, 20% of respondents to Module B at infant age 3 months marked the
next-to-last item, “1 wanted my body back to myself” as greater in importance than “not at all
important.” (This response option was inadvertently omitted from the question and has been
added.) It may be that when respondents are asked to rate each item, they are less likely to stop
reading before the end of the lit.

The Agency will conduct tests of the effects of long lists on responses after OMB
approvd of the study, when the questionnaires can be administered to additiona respondents.
The Agency has combined as many responses as it deems sufficiently smilar in this and other
long response option ligts to reduce the number of items, and further itemswill be combined if
possible after additional tests.
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As noted earlier, the Agency does not agree that information about the influence of
formula advertisements and labels can be obtained from this survey, and we have not added
items regarding formula labds.

B. One comment recommends that this question should be revised and should be
preceded by a question asking whether anyone said that the mother should stop breastfeeding:
“Did any of the following people want you to stop breastfeeding?’ It notes that thiswill enable
asking a question that was on the 1993 questionnaire. It also suggests that respondent may fed
uncomfortable singling out their employer or supervisor.

The Agency is not persuaded that two questions should be asked. It is hot persuaded that

the question should be asked as in the 1993 questionnaire because “said you should stop” isonly
one form of communication; “want you to stop” alows for communications that are not direct
gatements. By asking the mother to consider whether each of the people listed wanted her to
stop breastfeeding, we do not require the mothers to think through everyone they have contact
with to answer afirg broad question. By listing specificaly those people of interest, we help the
mothers remember al people of interest to us. The category “employer or supervisor” has been
tested through cognitive interviewing and was not problematic. Thisis probably because mothers
understand that their employers and supervisors do not have access to their responses on this
survey. Indl datafiles, mothers will be anonymous so that the possibility of anyonetracking
down their employer or giving employers the information is even more remote.

C. One comment is concerned that the following question istoo speculative: “How
likely isit that you would breastfeed again if you had ancther child. . .” It recommends thet the
guestion be changed to ask mothers how interested they would be in breastfeeding their next
baby.

The Agency is not persuaded that the recommendation would improve the data. The
question is repeated from the 1993 survey, so that change would destroy the possibility of
comparison acrosstime. In addition, intentiondity and confidence in the decision to breastfeed
have been found to be a strong predictor of actual subsequent breastfeeding behavior, whereas
“interest” is adiffuse concept to operationaize.

V1. ModuleC

A. One comment rdates to this question: “What brand of formuladid your baby have
the problem with or react to?” The comment is concerned that the question perpetuates a
misconception that formula causes intolerance symptoms and states that if formulaintolerance
occurs, it would be more likely to be related to the type (e.g., milk or soy-based) than brand. It
recommends that if the question is kept, the 1993 version be used because it does not ask
mothers to attribute causdity to formulaused at thetime. It dso notesthat it has asked that all
guestions that ask respondents to identify brands of formula be deleted.

The Agency agrees that formula brand is not needed for this question. We will ask the
moather to choose a formula brand from grouped categories as described in the response to the
first comment on the third topic for which we requested comments. In addition, the questions
has been changed to that asked in the 1993 studly.
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B. Onecomment concernsthis question: Isthere an infant formula your baby was given
and did not have areaction to? The comment notes that it has asked that al questions that ask
respondents to identify brands of formula be deleted. These dternative questions are
recommended: “What other types of infant formula have you used,” or “What form of formula
were you using when the baby did not experience any symptoms of alergy or intolerance?’

The Agency agrees that this question is not useful and has deleted it.

C. One comment concerns questions about age at first problem that mother thought was
food dlergy to formulaand to any other food and symptoms of food dlergy to formula and to
food. The comment does not want specific brand to be indicated.

The Agency agrees that specific formula brands are not needed for this question. The
guestions have been reworded.

D. One comment concerns this question: “Were the symptoms diagnosed as afood
dlergy by adoctor or other hedth professond?’ The comment is concerned that the question
leads the respondents, and that they will interpret whatever the doctor said asindicating afood
dlergy. It recommends arewording to include whether the problem was diagnosed as afood
dlergy or asan intolerance and offers several other options.

The Agency is not persuaded that the question leads the respondents. In the previous
study, about half of respondents who had consulted a doctor for the baby’s symptoms said that
the baby had been diagnosed as having afood dlergy. Without independent assessment, it is not
possible to know whether the respondents properly classified themselves, but it is certainly the
case that not al respondents who had seen a doctor reported that the baby had afood alergy.
We note that additiond information in the questionnaire is available regarding the probable
accuracy of the mother’s report, including method of diagnosis and symptoms.

E. One comment recommends that “alergy” be used in the following question and the
ingruction before it instead of “food alergy.” “What method did the doctor use to diagnose the
food dlergy? The comment is concerned that the doctor may have only said “dlergy” and not
“food dlergy” so that the question will lead to under-reporting.

The Agency is not persuaded that the wording of questions in this section should delete
the term “food” to modify “dlergy.” The section screens people in only if they Sate thet the
baby has had an dlergic reaction or intolerance to food. Therefore, only people who bdieve that
their baby has some sort of reaction to food will be answering these questions. In question 6,
which asks what symptoms of food alergy or intolerance the baby had, the question may be
confusing to people whose infants have had reactions to substances other than food if we only
ask about “dlergy.” The Agency will test these questions for clarity before the questionnaires
arefindized.

VII. ModuleD

31



A. One comment repeats comment Jon the prenatal questionnaire, concerning the
repesated question regarding intended duration of breastfeeding and confidence in achieving the
intended duration.

See response under comment Jfor the prenatal questionnaire.

B. One comment concerns this question: “Where have you obtained information about
breastfeeding and where have you obtained information about breast pumps for this baby or
other babies?” The comment states that recollection on sources of information for specific topics
with previous children is likely to be poor. In addition, the ligt istoo long, risking
understatement of items &t the end.

The Agency is persuaded that the question should be changed. Aswith other questions
about sources of information, sources for this baby and previous babies are combined so that the
mother does not have to distinguish them. More important, the question has been revised to ask
about breast pumps only and has been moved to the section on breast pumps.

Rather than asking about sources of information about breastfeeding, we ask about
sources of information about infant feeding, and this question will be asked in Module F only.
Thetimes of adminitration of Module F have been revised to obtain the information earlier.

We kept the idea of including sources of information for previous babies because
cognitive testing revealed that respondents with older children were concerned that they were not
able to mark any sources of information, or very few, for the current baby, despite having
obtained information prior to this child. They pointed out that they had aready read the books,
discussed issues with hedlth professonds, etc, and didn't need to do it again. The Agency is
concerned about the lengthy list of sources and has shortened it.

C. One comment notes that answer grids are incons stent between smilar questions. For
example, “How important were each of the following reasons for feeding your baby formula?’
and other questions on reasons for not breastfeeding and questions about reasons for siopping
breastfeeding have amilar items as reasons, but some ask the respondent to complete afour-
point rating scae of importance whereas others ask the respondent to mark which reasons were
important. Both industry comments suggest that the response list include advertisements for
infant formulaincluding other media such as direct mail, internet physician brochures, aswell as
infant formulalabels as a possible reason the mother feeds her baby formula.

The Agency is persuaded that the datawill be more useful if al of these types of
guestions have the same answer grids and have response options as Smilar as possible. The
specific reasons have been revised to accommodate concerns about redundancy and lengthy lists
to the extent possible to maintain comparability with the 1993 questions and to provide the detail
needed for some classes of reasons. As noted above, the Agency does not agree that information
about the influence of infant formula advertisng and labes can vaidly be obtained from this
urvey.

D. One comment offers a suggestion for changing the questions about cleaning the bottle
nipples used to feed the baby expressed breast milk and about sterilizing the pump collection kit,
the container used to collect the milk, and the bottle used to feed the baby the expressed milk.
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The suggestion isto ask two questions. “What are dl the ways you cleaned the bottle nipplesin
the last seven days’ and “Which one way did you clean the most often?’

The Agency is not persuaded that the suggestion is an improvement. Asking two
questions would increase the length of the questionnaire. Asking which of severd possible
cleaning methods was used most often would increase respondent burden without adding
important information because the main interest isin the less safe methods, which will rardly be
used “mogt often.” Results from cognitive interviews and reviews by experts haveled to
changes in the question about sterilizing the pump collection kit, etc. The question now asks
how often the items are Serilized rather than whether or not they are stexilized before being used

agan.

E. One comment Sates that the term “hurt” isvague in this question: “Have you been
hurt by any breast pump that you used or tried to use to express milk since this baby was born?’

The Agency is not persuaded that the term “hurt” isvague. Cognitive interviews were
conducted using the term “injured,” which might be seen as more specific, in the above question.
Respondents were darmed and disturbed about the possibility of being injured by a breast pump.
In subsequent interviews, the term “hurt” was used, and respondents answered the question
without expressing darm. Theterm “hurt” will enable respondents who have been injured to
provide the information without arming other mothers who have not been injured.

VIII. ModuleE

A. Onecomment gates that the question asking respondents to evauate certain
characterigtics of formulalabels is complicated and will invite confuson and inconsstency. It
recommends that respondents be asked if they have looked at certain information before they are
asked to evaluate it. The comment aso recommends specific questions to replace this one for
the current brand of formula. The recommended questions are these: 1) |s there anything on the
label that is hard to understand? If so, what? 2) Isthere any information you wanted that was
missing (if so, specify what). 3) Isthere any part of the label that you tried to look at but had
difficulty finding or reading because the print Sze wastoo smdl (if so, specify what). In
addition, the comment asks that the Agency include a question regarding the mother’ s perception
or understanding of how important it is to follow the label directions regarding the prepared
formula

The Agency agrees that responderts need to be asked whether they have looked at the
various types of information on formulalabels before this question asking for their evaluation. It
a0 agrees that this question needs to be smplified and has done so. However, the changes
recommended in the comment are not adequate for our information needs. One reason isthat the
Agency wants respondents to think about the specific types of information mentioned and not
other information, such asthe ingredient list, which might have different reading characteritics.
The Agency aso does not want to rely on “top-of-the-mind” responses from open-ended
“gpecify” ingructions, which may be too vagueto interpret.  The Agency agrees that it would
be useful to add a question about how important the mother believesit isto follow certain label
directions.
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B. Regarding the question asking the respondent to evauate the pictoria directions for
preparing formula, one comment asks that a question be added to establish whether the mother
has looked at this part of the labdl.

The Agency agrees that a question should be added to establish whether the mother has
looked at the pictorid directions before evaluating this part of the labdl.

C. One comment states that respondents will not be able to recal what ingredient they
were looking for when they looked at the ingredient list of the labdl. 1t suggests that we ask what
ingredient they were most concerned about when they decided to look at the label, with a
response option, “no particular ingredient.”

The Agency agreesthat use of the phrase “concerned about” rather than “looking for”
will make the question closer to the 1993 question, and the change will be made. The Agency
believes that respondents who were not looking for a pecific ingredient are accommodated
dready by the preceding question that asks whether they used the list to look for any specific
ingredient. Those who were not looking for a particular ingredient can mark “no” in this
question and skip the question about what ingredient they were looking for. In addition to these
changes, the questions have been revised to dlow for looking anywhere on the label for any
particular ingredient or characteristics because the presence or absence of certain ingredientsis
often indicated somewhere ese in addition to the ingredient list.

D. One comment recommends that questions be added to determine whether mothers
find the nutrition content and information on specid attributes on infant formula labels useful
and desirable. The comment states that it would be valuable to know if mothers understand
hedlth clams and labels claims on formulain the proper context of one formula compared to
other formulas, or if the statements require rewording to avoid inappropriate comparison of
formulato breastfeeding, or unintended comparisons to other foods like cow milk or juice.

The Agency disagreesthat the IFPS 11 is an appropriate mechanism to examine detailed
understanding of labd claims and the effect of specific label wording. These types of issues are
better addressed in experimenta studies where researchers know exactly what subjects are
viewing when they answer pecific questions. The label questionsin the IFPS gpply to dll
formula containers, whereas hedth and label cdlaims differ by brand and other formula
characteristics.

E. One comment recommends that a question be added to assess mother’ s perception of
how safe infant formula powder is from amicrobiologicd standpoint and whether infant formula
powder is sexile.

The Agency agrees that this additiona information will be useful and has added a
question.

F. One comment recommends a smplification of the question about cleaning bottle
nipples used to feed formula. It suggests this question: “In the past seven days, how did you
usualy clean the bottle nipples (sdlect one response from list).”



The Agency is not persuaded that the suggestion is an improvement. This question needs
to be parallé to the question about cleaning the nipples used to feed expressed milk (see
Comment D under Module D). As noted in the response to that comment, the main interest isin
the less safe methods, which will probably be used only some of the time, so that asking about
usud cleaning methods will not provide the information required.

G. One comment recommends alead-in to hep mothers fed more comfortable asthey
answer the question about hand-washing before preparing formula.

The Agency agrees that alead-in such as that recommended will improve the data and
has added it.

H. One comment points out that respondents who have switched brands of formulamore
than 2 weeks earlier answer a question that includes no responses related to digestibility or
tolerance, in contrast to those who switched in the past 2 weeks. They recommend thet either the
response ligt for the two questions be made comparable or that the time period for formula brand
switching be lengthened to any period of time.

The Agency rejects the suggestion that the time period for formula brand switching be
lengthened to any period of time. A longer time period for brand switching would lead to less
precise answers and more misclassfication because mothers would not be able to rely on their
recent memory, particularly if the reasons for switching were not sdient to them. Therefore, the
time period has not been changed.

We examined the possibility of making the two lists comparable. However, one question
asks for reasons for leaving a brand and the other asks for reasons for using a brand, and the
comparable reasons do not work for the two opposite questions. We added a response on the list
for reasons for choosing abrand that relates to intolerance of the previous brand: “My previous
formula brand did not agree with my baby and this brand is better for the problem.”

IX.  ModuleF

A. One comment recommends a different placement for the question on sources of
information about herba preparations and aso states that the response list is unnecessarily
detailed and too long. It also recommends that the questionnaire first establish whether the
respondent has ever sought information about herbs, botanicals, or other dietary supplements.

The Agency cdls atention to the note at the beginning of Module F, which states that
these questions will not be asked as a separate module, but will be inserted in appropriate places
within other modules. This question about information sources for dietary supplements will
follow questions about intake of these substances, but only in Months 4 and 10.5.

The Agency hes considered response lists for adl questions about sources of information
together, has make them congistent to the extent possible given the information needs, and has
combined some of the detailed but smilar categories. Regarding asking first whether the mother
has sought information, we note that information is often unsolicited, whether or not the
respondent chooses to use the substances.

35



B. One comment recommends that the Agency not ask about sources of information for
previous infants and that the response list for sources of information be consolidated and
shortened. They refer to Comment B of Module D.

See Comment B of Module D.

X. ModuleG

A. One comment states that the questionsin Module G repeat questions in the prenatal
and other questionnaires about the Nationd Breastfeeding Awareness Campaign. It expresses
concern that no questions determine whether the respondent has seen any of the campaign
advertissments or that the campaign is responsible for any of the attitudes that are measured.

The Agency does not agree that awareness of campaign advertisementsis not measured.
These questions appear in the prenatd questionnaire, the neonatal questionnaire, and in Module
L, which will be sent a each adminidration of the postnatd questionnaires. The questions State
that “a description of a campaign advertisement will be provided,” athough one exampleis
given. The specific advertisements asked about will rotate among the various ads from the
campaign.

It isthe case that specific questions about the campaign are asked in the prenatal
guestionnaire and are repeated a infant ages 3 and 7 months. While the research design will not
be able to prove that breastfeeding attitudes are affected by the campaign, the design will be able
to provide evidence of the effect of the campaign. The analyss of breastfeeding attitudes and
knowledge in geographica areas with different extents of exposure to the campaign
advertisements and between individuals who have and who have not seen the advertisements will
provide this evidence.

B. One comment asks the Agency to consder the comments stated in Comment E for the

prenatal questionnaire regarding recall of where advertisements or other information was seen.
The Agency refers to the response under that comment.

C. One comment satesthat the lack of an infant age in the question asking what isthe
best way to feed a baby is agreater limitation in the ability to interpret the response when this
guestion is asked of older infants.

The Agency is persuaded that the same question asked in the prenatd questionnaire
cannot be repeated for older infants. We have added infant age in the Month 3 question and
dropped the question for Month 7.

D. One comment states that Comment F for the prenata questionnaire appliesto this
repested question aso. That comment concerned the question asking about agreement with

campaign messages.

The Agency refersto the response under that comment.
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XI. ModuleH
A. One comment refers back to comment B of the prenatal questionnaire for arepeated
question regarding workplace supportiveness for breastfeeding.

The Agency refersto the response under that comment.

B. One comment suggests that a question on workplace policies regarding breastfeeding
will require the respondent to speculate when they answer whether all mothers are covered by
the policies. 1t recommends changing the question to a yes-no response format.

The Agency agrees that respondents may not know what the workplace policy isfor other
mothers. The question has been changed.

C. One comment states that the question about breastfeeding obstacles at work covers
very sendtive materid that may have lega implications to the extent that respondents are invited
to record redl or imagined improper actions by people a work.

The Agency disagrees that the question is sengtive or haslegd implications. The
question asks the mother whether she has had certain experiences at work, but the responses will
be the mothers perceptions. Details are not asked that would be needed to determine whether
illegd behavior has occurred. Furthermore, none of the experiences asked about isillegd in the
generd way described. None of the respondents in cognitive interviews have thought the
guestions sengtive.
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A.9 Payment or Gifts Offered to Respondents

Members of the consumer opinion panel are routinely sent inexpensive (about a $2.00
vaue) gifts to show appreciation for ther efforts in answering the questionnaires. For most
questionnaires, pand members used for this study will receive gifts related to infants, screened
for safety and appropriateness by the Project Director or other qualified project saff. For the
dietary intake questionnaires, which are much more burdensome to complete, the respondents
will receive an incentive of $10.

A.10 Method of Ensuring Respondent Confidentiality

The information will be recorded in such amanner that subjects cannot be identified
directly or through identifiers. No identifying information will gppear on any datafile. The
questionnaires will be stored by the contractor in alocked, secure facility for ayear, then they
will be shredded. Each questionnaire will include a unique pand 1D number for each
respondent, but only the contractor will have the database to link ID numbers with individuas.
The ID numbersthat link to identifying information will not be included in the datafile. No
identifying information will be recorded in the data file and there will be no way to detect the
identification of any respondent. This data collection has been gpproved by FDA’s Research
Involving Human Subjects Committee.

A.11 Useof Sensitive Questions

The study includes an established scale to measure postpartum depression, the Edinburgh
Postnatal Depression Scale as modified for consstency with the conventions of American
language (Cox, Holden et a. 1987; Stuart 2000) and as used in the Listening to Mothers
study(Declerq, Sakalaet a. 2002) Thereis reasonable evidence that postpartum depression
affects infant feeding choices and breastfeeding behaviors, and that postpartum depression
frequently occurs shortly after delivery (Henderson, Evans et al. 2003). A longitudina study
such as the one planned is an excellent opportunity to examine further the link between
postpartum depression and infant feeding behaviors. The datawill be anonymous because no
identifying information will appeer in the datafile and it will beimpossible to detect the identity
of any respondent. For these reasons, the risk to respondents of embarrassment from release of
their specific information is nonexistent. In addition, the |FPS asks about the medical history of
other family members for medica conditions that may genetically related and may be reduced by
breestfeeding, such asdlergy (Zieger, Heller et a. 1989; Saarinen and Kgjosaari 1995; Endres
2000), or by other early infant feeding practices, such as Type 1 diabetes (Ziegler, Schmid et d.
2003).

A.12. Burden Hoursand Cost Associated with this Information Collection
Theinitial screening for pregnancy will require no response burden for respondents

because they will be identified through the consumer opinion panel during the regular periodic
update which the contractor conducts. The periodic update includes questions about pregnancy.
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The respondents will complete the prenatd questionnaire and a dietary intake measure
during pregnancy. Someone in the household will complete the birth screener. After the birth,
the mother will complete the neonatal questionnaire, a dietary intake measure of her food
consumption, and nine postnatd questionnaires. If awoman in a pand household is pregnant but
is not the consumer opinion panel member, a demographic questionnaire will be sent during
pregnancy. Thisisexpected to occur in four percent of respondents to the prenatal
guestionnaire, based on the previous study. For this sample size, about 140 women are expected
to respond to the specialy sent demographic questionnaire.

The charts below estimate the public reporting burden for the first and second year of the
data collection. If data collection is begun in January of 2005, the charts also represent the
burden for the cdendar years 2005 and 2006. The charts show that the study will require about
8,953 hoursthefirst year and 3,304 hours the second year. The cost to respondents for the hour
burden for the first year of the study is $120,060, and for the second yeer it is $44,307 at $13.41
per hour, the 2002 mean hourly wage for adminigtrative support jobs according to the Bureau of
Labor Statistics (Bureau of Labor Statistics 2003). This figure was chosen because the task
asked of respondentsis similar to the job description for this category.
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Estimated Annua Reporting Burden Y ear 1*

Quedtionnaire No. of Frequency per | Totd Hours per Totd
Respondents Response Responses Response Hours

Prenatal 3,500 1 3,500 25 875

Prenatd Diet Higtory | 1,400 1 1,400 1.00 1,400

Quedtionnaire

Demographic 140 1 140 A7 24

Quegtionnaire

Birth Screener 2,772 1 2,772 .07 194

Neonata 2,494 1 2,494 25 624

Quegtionnaire

Postnatd Diet 1,400 1 1,400 1.00 1,400

Higtory

Quegtionnaire

Month 2 2,250 1 2,250 42 945

Quedtionnaire

Month 3 2,250 1 2,250 42 945

Quedtionnaire

Month 4 2,250 1 2,250 25 562.5

Quedtionnaire

Month 5 1,875 1 1,875 42 787.5

Quedtionnaire

Month 6 1,500 1 1,500 42 630

Quedtionnaire

Month 7 1,125 1 1,125 42 472.5

Quedtionnaire

Month 9 375 1 375 .25 9

Quedtionnaire

Tota 23,331 8,953

“There are no capita costs or operating and maintenance costs associated with the collection of
information.
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Estimated Annual Reporting Burden Year 2

Questionnaire No. of Frequency per Totd Hours per Totd
Respondents Response Responses Response Hours

Month 5 375 1 375 42 157.5

Quedtionnaire

Month 6 750 1 750 42 315

Quegtionnaire

Month 7 1,125 1 1,125 42 472.5

Quedtionnaire

Month 9 1,875 1 1,875 25 469

Quedtionnaire

Month 10 2,250 1 2,250 42 945

Quegtionnaire

Month 12 2,250 1 2,250 42 945

Quedtionnaire

Tota 8,625 3,304

A.13 Annual Cost Estimate to Respondents

There are no capitd costs or operating and maintenance costs associated with the collection of
information.

A.14 Annual Cost Estimateto FDA

The estimated cost to the FDA for this information collection is $426,868 for Agency
daff for the years 2003-2007: .5 FTE for aGS 13 ($39,131.5) and .5 FTE for a GS 14 ($46,242)
daff person. Other agencies are providing the funds for data collection.

A.15 Changesfrom Previous Approval
Thisisanew collection.
A.16 Publishing the Results of ThisInformation Collection

The participating agencieswill develop aset of core papers from the data that will be
published as soon as possible after data collection ends. In addition, FDA and CDC will develop
afina report that will be made available on the CDC website about the same time as publication
of thefirst of the core papers. Thisreport will include overal study methodology, descriptive
tables of al study content areas with demographic breakdowns, and comparisons to 1993/94
results for asmall number of key variables. Thefind report will not include any multivariate
analyses or interpretation of tables. The core papers and find report are expected to be
completed within 18 months of the receipt of the find data from the study. Data collection for
the entire study is expected to be completed by September 2006 if data collection beginsin
January 2005.
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The data set will be analyzed by the different participating agencies and by academic
researchers, as was done with the previous study. Questions asked in both studies will be
compared across the two time periods. Each federa agency involved in the project has a specid
interest in specific parts of the data set, which they will andyze. The FDA, for example, is
particularly interested in the data related to the products it regulates — infant formula, commercid
baby food, fortified foods, dietary supplements, and breast pumps, as well as food-related
practices relevant to certain food safety messages. Additiond topics for analysis will be
identified by non-government researchers. Andysis and publication will continue aslong as
interest in these dataremains. (As can be seen from the list of articles published from the first
IFPS, publications have not ended yet for that data set.)

Regression andysis, logit analys's and smultaneous equation modding will be used as
appropriate. Because the study includes data from many different domains related to infant
feeding and includes longitudind data, multivariate anays's and smultaneous eguation
modding are particularly appropriate.

The maternd dietary intake questionnaire responses will be processed using Diet* Cac
software devel oped by the National Cancer Indtitute. Diet* Calc generates nutrient and food
group intake estimates for elther standard or modified versons of NCI's DHQ food frequency
questionnaire (http://riskfactor.cancer.gov/DHQ/). Anaysis of materna nutrient and food group
intakeis of interest in itsdf and in relation to infant feeding practices and nutrition.

A.17 Reason for Not Displaying the OMB Approval Date

The OMB approva date will be digplayed on the questionnaires.

A.18 Explanationsto Section 19. “Certification for Paperwork Reduction
Act Submissions’

No exceptions are requested.
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PART B — Coallection of Information Using Statistical M ethods
B.1 Respondent universe and sampling

The respondent universeisal U.S. households with a hedlthy, single birth. The sample
for the study will be drawn from the Consumer Opinion Pandl, a panel consisting of 500,000
households throughout the United States. The Consumer Opinion Panel was dso used for the
first Infant Feeding Practices Study in 1993-94. Asnoted earlier, use of the same sampling
design in the new study will ensure valid measures of change over time because bias should be
gable. The IFPS 11 will over-sample low educated, African American, and Hispanic women and
aso women living in the Breastfeeding Awareness Campaign’s Community Demondration
Project areas. Thefind sample sze will be 2,250 mothers.

Qudifying criteriafor the ssmple will indude these: full-term birth, birth weight of at
least 5.5 pounds, Sngleton infant, and hedthy infant and mother. Feeding issues are different for
premature and Sck infants and for multiple births. Because the sample size will not be large
enough to enable an andysis of these subgroups, they will be excluded from the sample. Hedlth
of the infant will be measured by whether the infant had to stay in the intensive care unit for
more than three days and whether the infant had any specid needs or medica problems that
might affect his or her feeding. In questionnaires subsequent to theinitid screening at birth,
motherswill be asked if the infant has any long-term severe medica problems, and if o, what.
An FDA pediatrician will determine whether the problem islikely to affect feeding. Hedlth of
the mother will be measured by a question asking if she had any medica problems that prevented
her from feeding the baby for more than aweek. These same criteriawere used for the previous

study.

Pand members are recruited in severd ways, including from commercid list companies
that offer data on specific demographic groups, through member referrds, and by digtributing
qualifying questionnaires & various interviewing Stes.

A pand isthe most efficient way to identify areasonably representetive sample of
pregnant women who are likely to fill out repeated questionnaires. Although arandom sample of
pregnant women would be preferable for Satistica inference, identifying women in the first Six
months of pregnancy would require enormous screening costs. The recent and highly regarded
Gerber sudy on infant feeding, which required a sample of children aged 4 to 24 months, used a
sampling frame similar to the one proposed here because the researchers determined that
screening of the genera population for this narrow subgroup istoo inefficient (Devaney, Kab et
al. 2004). Moreover, the nature of the study requires respondents to complete a survey nearly
each month from late pregnancy through their baby’ sfirst year. People who have chosen to
participate in a consumer opinion pane are much more likely to complete the surveysthan a
random sample of the population.

The most sgnificant disadvantage of the Consumer Opinion pand for the study isthat it
excludes motherswho are illiterate, non-English spesking, very low-income, very low-educated,
and without a stable home. This segment of the population is difficult to survey under any
circumstances. The IFPS will provide a better description of the practices of middle-America
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than of the disadvantaged, athough because of the over-sampling, it is expected that the sample
will incdlude a grester number of rdatively disadvantaged mothers than the origind study.

The estimated response rate for the study is 75% to the initia, Prenata Questionnaire and
80% for al subsequent questionnaires. These estimates are based on the response rates for the
1993-94 IFPS, for which we had response rates above 85% for nearly al questionnaires after the
Prenatal Questionnaire. These response rates may be somewhat |ower because of the oversample
of relatively disadvantaged groups. Andyss of demographic characteristics of the mothers who
failed to provide complete datain the previous study indicated that they were more likdly,
compared with mothers who provided complete information, to be non-white, from the lower
educetion categories, and enrolled in WIC (an indicator of low income) (Fein and Roe 1998).
Sample attrition will be minimized by not excluding mothers from the sample for nonresponse to
any of the questionnaires after the Neonatd.

B.2 Proceduresfor Collecting the Information

All data, except for avery brief telephone interview near the time of the infant’ s birth,
will be collected by questionnaires sent through the mail, as described above. The completed
questionnaires will be sent by respondents directly to the contractor, who will scan them to
condruct the datafiles. The infant ages a which the various questionnaires and modules will be
sent are ligted in Attachment G. Letters that will be sent to respondents are in Attachment H.
Theinfant feeding questionnaires can be found in Attachment |, and the Maternd Dietary Intake
questionnaire isin Attachment J.

The gatisticd power anadydsin Attachment F shows that with a sample sze of 2,250, the
study will have the power to detect redl but small differences between subgroups. For example,
we will have 79% or greater power to detect ared difference of 5% between two groups with
sample sizes of 500 and 1,750, for percentage estimates less than or equa to 20 and using a one-
talled test. Using atwo-tailed test, we will have 84% or greater power to detect ared difference
of 5% when the subgroups are evenly divided with 1,125 respondents each, and percentage
edimates are 20 or less. The sample size will enable us to compare demographic and other
subgroups of interest, such asfirg-time vs. higher parity mothers.

As noted above, the mgjor sampling chalengesin this sudy are identifying women at the
needed stage of pregnancy and maintaining a high response rate to preserve the longitudina
characteridtic of the data. The sampling plan described will meet these challenges, but the trade-
off isthat the study will not be based on a probability sample. To evauate potentia bias from
having a non-probability sample, we will compare results from the IFPS 11 with nationdly
representative data on available relevant characterigtics, including breastfeeding measures and
demographic characterigtics. We will compare our results with results from probability samples
on thefollowing varidbles:

Initiation and duration of breastfeeding (Ross data; Nationa Immunization Survey, Nationd
Survey of Family Growth [NSFG])

Marital status (NSFG)

Cesarean vs vaginal delivery (NSFG)



Smoking status during pregnancy (NSFG)

Birth weight (NSFG)

Mother’ s employment characteristics, such as employment during pregnancy, duration of total
maternity leave, and duretion of paid maternity leave (NSFG).

In addition to comparing our results with nationally representetive data, we will dso be
able to compare some of our detailed infant feeding patterns with the FITS results. Although this
sudy for feasbility reasons had to use an incomplete national sampling frame, the researchers
made an extensve effort to produce nationdly valid results (Devaney, Kab et al. 2004). The
sampleisdrawn in away Smilar in some aspects to the way panel members are recruited, so
comparison of feeding datais very appropriate.

In generd, in estimating rel ations between variables, non-response will be handled by
deleting records with missing deta from the andlys's, known as liswise ddetion. This method
has the advantages that it does not bias the estimates of standard deviations and bias from failure
to meet the ‘missing-completdy-at-random’ assumption is generdly smdl (Allison 2000). In
some circumstances and for some variables, missing values will be imputed by considering
related data that are not missing. For example, one breastfeeding measure may be duration of
breestfeading to sx months of infant age. If the Sx month questionnaire is not returned but the
mother was breastfeeding at five months and at seven months, she will be presumed to have been
breagtfeaeding at sx months dso. The same type of imputations will be made if the mother
completed the rlevant questionnaire but failed to answer the question of interest. Thistype of
imputation will only be made when appropriate. For example, the same reasoning does not
apply to exclusive breastfeeding because the infant could have been fed something other than
breast milk in the month with the missing data

B.3 Methodsto Increase or Maximizethe Response Rate

Because the questionnaires will be sent out gpproximately monthly, there is no time for
follow-up if asurvey is not returned before the next is sent out. Based on the results of the first
|FPS, norresponse is not expected to be alarge problem. During that data collection, of the
1,803 mothers who completed the first three questionnaires, 81 percent completed at least nine of
the eleven total questionnaires.

Numerous methods will be used to encourage response. The initia contact letter will
discuss the importance of the study and its scientific purpose. At about four months, aletter
from the CFSAN Director encouraging continued participation will be sent (see Attachment H).
In keegping with the Pand palicy that an incentive is given after each questionnaire returned, an
inexpensive (about a $2.00 value), baby-related incentive will be sent after each questionnaire is
returned. In addition, the sample will be designated as a specia study group to help the mothers
fed that they are participants in an especialy important project.

The Diet History Questionnaire will have an incentive of $10.00 because it requires more
time to complete than the other questionnaires. Response rates for this questionnaire in other
Settings have been rddively high (Subar, Ziegler et . 2001).



B.4 Tests, Procedures, or Methods Used

The questions and questionnaires used in the previous | FPS were extensively tested
through cognitive interviews and smd| pretests. Reiahility of some of the questionsis shown by
congstency in responses from month to month (data examined but not published). The vdidity
of the data produced from that study is indicated by the amilarity of certain Sudy estimates with
other data (see for example, (Scariati, Grummer-Strawn et a. 1997) and by deviation of the sudy
estimates in expected ways (see (Roe, Whittington et d. 1999).

To ensure that measures are accurate and valid, new sections of questions will undergo
cognitive testing. Fewer than 10 people will be asked the same questions for this process, and
mothers participating in the WIC program or other low income or low educated mothers will be
recruited for some of thistesting.

Development of the DHQ food frequency questionnaire by NCI included extensive
cognitive testing of thisinstrument (Subar, Ziegler et d. 2001; Thompson, Subar et d. 2002).
DHQ questionnaire development aso included vaideation of estimates of food and nutrient intake
(Subar, Thompson et a. 2001; Thompson, Subar et a. 2002). For measurement of maternd
dietary intake in the IFPS 11, we will do cognitive testing of some modified DHQ question items.
Because some of the origind cognitive testing of the DHQ used a one-month time frame, we will
not do additiona cognitive testing of this modification (Thompson, Subar et a. 2002).

After OMB gpproval, certain questionnaires will be pretested with members of the
Consumer Opinion Pandl, as deemed necessary. Because it will be three months between the
first adminidration of the Prenatal questionnaire and the first adminigiration of the Month 2
questionnaire, which will be the first to use the Postnatal modules, it will be possible to conduct
pretests concurrently with the initid data collection activities.

To minimize the number of questions that need to be tested, previous questions are used
whenever they will meet the needs of the new study. This decision, more importantly, enables a
comparison of results acrosstime. For alist of questions that are repeated from the firgt study,
see Attachment C. Inaddition, some of the variables will be measured using established
insruments that have been tested by other researchers. These include the self-esteem scale, the
postpartum depression scae, and the materna dietary intake measure.

B.5 Identification of Consultantson Statistical Aspects of the Design

Name Title Organization Phone Emal
number

Larry Branch Chief | CDC/ Nationa Center for 770- Lxg8@cdc.gov
Grummer- Chronic Disease Prevention 488-
Strawn and Hedlth Promotion/ 5702

Materna and Child Nuitrition

Branch
Katherine PublicHedth | CDC/ Nationa Center for 770- Srk3@cdc.gov
Shedy Breastfeeding | Chronic Disease Prevention 488-
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Specidist and Hedth Promotion/ 5449
Materna and Child Nutrition
Branch
Foster Supervisory FDA/CFSAN/OSAS 301- Fmcclure
McClure mathematical | Divison of Mahematics 436- @cfsan.fda.gov
datistician, 1834
Bio-medicd
Robert Mahematicd | FDA/CFSAN/OSAY 301- Rblodget
Blodgett Saidician, Divison of Mahematics 436- @cfsan.fda.gov
Bio-medicd 1836
Jerome Mathematicd | FDA/CFSAN/OSAY 301- Jched
Schneidman | Stetidtician, Divison of Mahemétics 436- @cfsan.fda.gov
Bio-medicd 1838
John Senior Vice Synovate 847-590- | John.Vidmar
Vidmar President 7390 @synovate.com
Leigh Senior Vice Synovate 703- Leigh.Seaver
Seaver President, 790- @synovate.com
Public Sector 9099
Research
Alan Levy Consumer FDA/CFSAN/OSAY 301- Alevy
Studies Divison of Market Studies 436- @cfsan.fda.gov
Scientist 1762
Jordan Lin Consumer FDA/CFSAN/OSAY 301- Clin
Science Divison of Market Studies 436- @cfsan.fda.gov
Specidist 1831
Brenda Statidtician FDA/CFSAN/OSAS 301- Bderby
Derby Divison of Market Studies 436- @cfsan.fda.gov
1832
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