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In addition, indicators of adherence to the critical
management procedures should be assessed with
standard indicators. Appendix 1, Table 2 provides a
suggested list of indicators for these management
practices, and their means of verification. The
methods of verification include observation,
interviews with clinical staff and review of records.
Some of the indicators, such as the facility having a
written breastfeeding policy and a summary of the
policy being visible to pregnant women, mothers and
their families, are easily verifiable.

External assessments should be conducted regularly;
this should be done at least every 5 years but preferably
more often. The depth and frequency of the external
assessments depends on the quality and frequency
of internal monitoring, and which information is
reported to higher levels.

It might be necessary to select a reduced number of
indicators for mainstreaming into other certification/
quality-assurance systems. At a minimum, the
sentinel indicators on early initiation of breastfeeding
and the rate of exclusive breastfeeding throughout the
hospital stay should be included in such systems, since
breastfeeding should be the norm in all maternity and
newborn care.

If integration of external assessment in other quality-
assessment systems is inadequate to guarantee
compliance with breastfeeding standards, a vertical
stand-alone assessment can be developed instead of, or
in addition to, an integrated assessment. An argument
in favour of a vertical assessment is that it might be able
to include more specific indicators on breastfeeding.
Vertical assessments, however, might be more costly
and more difficult to sustain in the long term.

Alternatively, spot checks may be used. If adequately
resourced, a department of the ministry of health could
manage an external assessment system. Embedding
it within existing professional organizations or
well-functioning NGOs might also be an option in
certain settings. In the latter case, it is important
that the ministry of health and NGO work together on
implementing an effective programme.

3.5. Incentives and sanctions

Develop and implement incentives for
compliance and/or sanctions for
non-compliance with the Ten Steps.

Health-care facilities make decisions about their
policies and procedures, based on a number of
considerations, including review of scientific
evidence, national or international recommendations,
regulations, costs, case-load, client satisfaction
and public perceptions. National programmes need
to consider what incentives or sanctions are most
appropriate to get facilities providing maternity and
newborn services to make the necessary changes to
fully protect, promote and support breastfeeding.
Incentives for change in public and private facilities
may be different. Table 1 lists several options for
incentivizing compliance with the BFHI standards,
which countries are expected to adopt as national
standards, and lists key benefits and considerations
for each.

A strong incentive would be to financially tie payments
for facilities providing maternity and newborn services
to an external assessment process in those countries
in which this is practised. For example, facilities
identified as having more deficiencies in practices
might receive a lower rate of reimbursement per
delivery compared to those in full compliance with all
the standards. This “performance-based financing”
or “payment-for-performance” model of health-
care payment is increasingly being used to incentivize
quality and efficiency (87). A review of 12 payment-
for-performance case-studies from 10 countries
concluded that payment for performance: “did not
lead to ‘breakthrough’ performance improvements
in any of the programmes. Most of the programmes
did, however, contribute to a greater focus on health
system objectives, better generation and use of
information, more accountability, and in some cases a
more productive dialogue between health purchasers
and providers. This also can be described as more
effective health sector governance and more strategic
health purchasing”.(88)
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Table 1. Options for incentivizing compliance with the standards of the Baby-friendly Hospital Initiative

Description

Performance-based
financing

Benefits

Meeting the standards
would financially
benefit the facility

Country type for which
this option would be
most suitable

Challenges

Countries already
applying performance-
based financing

for other relevant
intervention

Compliance must be
monitored externally

Costly if the schema
is to pay “extra” for
meeting the standards

Inclusion in
performance contracts

Clear accountability

Requires indicators
that help ensure

the sustainability of
appropriate facility
practices (and not
only meeting

a specific target)

Countries already using
performance contracts

Public recognition
of excellence/award/
designation

Staff efforts are
acknowledged

Motivating for staff

Meeting the standards
would improve the
image of the facility and
lead to an increase in
the number of clients
and therefore revenue

Countries with a
successful BFHI
designation
programme

Compliance must be
monitored externally

Often perceived as an

end-point by national
and facility managers
and staff

The meaning of the
designation needs to
be communicated to
the public

Only relevant when
time-bound and
removed when
compliance falters

Is at odds with

the principle that
breastfeeding is the
norm; allows non-
compliance with
standards to be seen
as “normal care”

Public reporting of
quality indicators and
outcomes

Might not need external
assessments with
specific frequency

Countries in which
public opinion is an
important driver of
health-care delivery

Reliance on self-
reporting could be
biased (although
external spot checks
could improve quality)

Requires public
understanding of what
practices and outcomes
are good
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Alternatively, third-party payers or insurance
companies might give preference to facilities with
better compliance with the national standards.

Some countries use performance contracts for
managers and/or staff of public services that include
specific goals to be met. It can be useful to include one
or more indicator related to the protection, promotion
and support of breastfeeding in facilities providing
maternity and newborn services in these contracts.

Public recognition of excellence can also serve as an
incentive for improving the quality of care. Hospitals
can gain esteem when they achieve certain awards for
excellence, as determined by an external assessment.
Public recognition of excellence for adherence to
the updated Ten Steps might incentivize facilities to
comply with the Baby-friendly standards. With this
kind of incentive, it is crucial that internal and external
quality-assurance systems are in place to sustain the
quality of services once the desired level is reached.
These need to be designed by national authorities (the
national coordination body), so that they are feasible
with the available financial and human resources.

The traditional Baby-friendly model was largely
organized around the naming of Baby-friendly
facilities. While designation is one option that
countries can consider to encourage change in
facilities providing maternity and newborn services, it
is only one of a number of useful options to consider.

Public reporting of quality indicators and outcomes
is another way to hold facilities providing maternity
and newborn services accountable for the quality of
care they provide, and incentivize improvements. A
public listing of all facilities in the country providing
maternity and newborn services, with their rates of
exclusive breastfeeding at discharge, would probably
encourage those with the lowest rates to make
improvements. Similarly, reporting on rates of skin-
to-skin contact would highlight the importance of
this practice and call upon individual facilities to catch
up with the rest. Consumers’ and patients’ or clients’
groups can also play a role in this accountability
process.

Countries need to examine which of these incentives
would work best in their context. Some require greater
political will but would have long-lasting effects.
Others may be more politically feasible but require
ongoing engagement and resources.

3.6. Technical assistance to facilities

Provide technical assistance to facilities that
are making changes to adopt the Ten Steps.

Facilities will require external assistance to adopt the
Ten Steps as the standard of care, from experts who
have managed the change process in other facilities
or who understand the intricacies of each step in great
detail. Providing technical assistance to facilities on
an individual basis is likely to be resource intensive
and thus it may take years to reach all facilities in the
country. This goes for both public and private facilities.

Countries should develop or strengthen and update
a cadre of trained professionals to provide technical
assistance to facilities working through the change
processes. Specific resources and time commitment
from the trained professionals and their organizations
(where relevant) need to be ensured.

Working with groups of facilities to support one
another in the change process can be very effective.
The THI has developed a process for quality
improvement through “collaboratives”, or groups
of similar facilities that engage in policy and practice
change through group learning and mutual support
(89). Groups may be formed on the basis of geography
(e.g. provincial groups), bureaucracy (e.g. all military
facilities together), or another relevant grouping. In
some countries, hospital systems that own and operate
a series of facilities have the power to set policy for
many hospitals at once. Such systems provide an
opportunity to change many facilities at the same
time, with a more streamlined approach.

Where resources are constrained, it may be necessary
to phase in technical assistance over time, with a
clear plan to achieve national coverage in a set period
of time. A variety of strategies for which facilities to
target first could be considered:

» A strategic geographic focus, such as starting
with one facility in each province, would ensure that
throughout the country, all facilities have a nearby
facility to look to as a role model in implementing
the recommended policies and  practices.



- Focusing first on facilities that are most likely
to comply with the recommendations (e.g. facilities
previously designated as “Baby-friendly”, facilities
with a history of quality-improvement successes)
could provide early wins and demonstrate to other
facilities the feasibility of the recommendations.

» Large facilities are also an important early target
because the health of a large number of mothers and
babies can be improved with changes in only one
place. Also, large facilities often serve as a point of
comparison for smaller facilities, so having optimal
practices in place at these facilities is helpful for
scaling up.

» Targeting teaching hospitals may be particularly
effective in ensuring that new health professionals
are well grounded in the Ten Steps before they are
assigned to facilities throughout the country.

3.7 National monitoring

Monitor implementation of the initiative.

Just as individual facilities need to monitor their
activities in protecting, promoting and supporting
breastfeeding, as well as feeding behaviours,
countries need to monitor their activities and
breastfeeding outcomes at the national level (and the
subnational level where appropriate). Key indicators
of breastfeeding outcomes, clinical practices and BFHI
programme activities to be monitored at national and
subnational levels are listed in Appendix 1, Table 3.

WHO has developed a Global Nutrition Monitoring
Framework, which was approved by the WHA in
2015 (37, 38). All countries were recommended by the
WHA to report on the indicators in the framework. Two
of the indicators are particularly relevant for the BFHI:
Prevalence of exclusive breastfeeding in infants aged
6 months or less and Percentage of births in Baby-
friendly facilities.

The latter has been defined as the percentage of babies
born in a calendar year in facilities that are currently
designated as “Baby-friendly”. For countries that
opt not to operate a “designation” programme, an
alternative indicator will be needed to reflect the
percentage of babies born in a calendar year that
experience care in line with the Ten Steps. This could
be calculated from the number of births occurring in
facilities that pass national assessment standards, or
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from reports of mothers on their experiences following
birth. In addition to reporting to WHO, countries are
recommended to report progress on BFHI coverage
in reports to the Committee on the Right to Food, the
Committee on the Rights of the Child, and the Scaling
Up Nutrition movement.

Various data sources can be used for countries to
assess adherence to the Ten Steps:

» Household surveys, such as demographic and
health surveys, may be used to estimate the percentage
of mothers whose maternity experiences adhere
to recommended standards. The Demographic and
Health Survey (9o) already includes questions on early
initiation of breastfeeding, exclusive breastfeeding
during the facility stay, and skin-to-skin contact.
Client satisfaction surveys or exit interviews are
routinely conducted in many countries and could also
provide an opportunity to collect national data on
selected aspects of maternity care.

+ Where facilities providing maternity and
newborn services routinely report data to health
management information systems, the data collected
at the facility level can be reported to the district,
provincial or national database. These reports can be
used to document the overall percentage of babies
experiencing recommended care, or the percentage
of facilities that are meeting a given threshold for
acceptable practices.

- Some countries have developed ongoing survey
mechanisms in which key informants from facilities
report on their adherence to the Ten Steps. The
reports may be based on actual clinical records or on
perception of usual practice or facility policies. While
such surveys could be subject to reporting bias, they
may be useful for documenting trends and identifying
weak points. These surveys may be based on a random
sample of facilities or on a complete assessment of all
facilities in the country.
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3.8. Communications and advocacy

Advocate for the BFHI to relevant audiences.

The national coordination body will need to undertake
ongoing communications and advocacy efforts
to ensure sustained implementation of the BFHI.
A communications plan should include the elements
listed next.

1. Ildentification of key audiences

»  Facility leaders (both governmental and
nongovernmental), such as hospital directors or
chiefs of obstetrics, are critical decision-makers in
implementing the Ten Steps.

- Professional associations of nurses, midwives,
paediatricians, obstetricians, neonatologists and
dietitians are directly affected by changes in standards
for breastfeeding care and therefore need to be key
targets for communications and advocacy. Hospital
associations can become importantallies in advocating
for systems changes.

- Legislators and funders (including ministries of
finance and donors) are an important audience to
be kept informed about the BFHI, and breastfeeding
programmes more broadly, to ensure their ongoing
engagementwithandinvestmentin BFHI programmes.

+  Pregnant women, their families and other
community members are a pivotal audience to increase
the demand for improved protection, promotion
and support of breastfeeding in facilities providing
maternity and newborn services.

« Additional audiences that are important for
breastfeeding programmes and the BFHI should be
defined by each country.

2. Identification of existing knowledge and
attitudes

« It is important to understand what the target
audiences already understand about breastfeeding
and the BFHI before developing communication
interventions. Audience research will identify key
opportunities where actors are ready to take action, as
well as challenging areas where perceptions need to be
altered or information gaps filled.

3. Development/adaptation of key messages

= The messages need to be tailored to each audience
and informed by each audience’s knowledge and
attitudes, as well as their expected role in supporting
and/or implementing the BFHI. An example of a set
of messages on the importance of breastfeeding is
given in reference (91). For some audiences, it will be
important to communicate the Ten Steps in simple
language (Annex 2 gives an example of how this could
be done). The importance of implementing the Ten
Steps for achieving optimal health outcomes is a core
message. It is important to emphasize the need to
extend the BFHI to all facilities providing maternity
and newborn care for countries that have not yet
achieved this.

4. Identification of key communication channels

- Each audience needs to be reached through the
channel(s) they most rely on. For communication
to the public, use of mass media communications
and social media may be relevant, to complement
interpersonal communication channels. Involvement of
consumers’ and women’s organizations, where these
exist, and/or work with community leaders, could
be important channels for advocating to legislators.
Regular presentations at professional association
meetings and conferences are needed to maintain the
ongoing support of health professionals. Targeted
communications messages to facility leaders through
direct mailings or at planned (regional) meetings can
be useful.



3.9. Financing

Identify and allocate sufficient resources to
ensure the ongoing funding of the initiative.

Funding for the protection, promotion and support
of breastfeeding in facilities providing maternity
and newborn services should primarily come
from government resources, with multi-year
commitments. The activities need to be incorporated
into regular government budget processes so that they
can be funded in a sustainable way. Governments need
to ensure that strategies and activities are designed in
such a way that they can be funded by the government
in a sustainable manner, in either the short or medium
term. Suggestions for lower-cost and cost-effective
approaches include:

» invest in updating and strengthening the coverage
of breastfeeding and the skills required for the Ten
Steps in the pre-service curricula for all relevant
professionals (nurses, midwives, paediatricians,
obstetricians, neonatologists, dietitians, etc.); over
time, this will reduce the need for in-service training;

- if in-service training is needed, identify options
that require less time (including travel time) from
trainers, and that are flexible with regard to the hours
when they are done (this might include electronic or
online training), while ensuring quality and skills-
building;

» incorporate BFHI-relevant indicators into existing
systems for hospital licensing, monitoring, quality
assurance and/or accreditation.

Where practicable, the costs of conducting external
assessments of the BFHI standards could be charged
to the facilities providing maternity and newborn
services themselves. However, it is important that
these charges do not create a barrier to participation
in the assessment process.
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While the BFHI should be a government responsibility,
additional funders may be needed if the national
budget cannot sustain the initiative because of
competing priorities or inadequate resources. External
funding sources, such as international donors,
foundations or NGOs, may be necessary, either for
specific interventions related to the BFHI, or for
ongoing operational costs. However, there should be a
concerted effort to shift towards government funding
wherever possible, since external funding is generally
unsustainable. Funding sources for the BFHI cannot
have a conflict of interest with breastfeeding and
should never be accepted from companies that market
foods for infants and young children, or feeding
bottles and teats.
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4. Coordination of the Baby-friendly Hospital Initiative
with other breastfeeding support initiatives outside
facilities providing maternity and newborn services

Clearly, facilities providing maternity and newborn
services constitute only one of many entry points for
protecting, promoting, and supporting breastfeeding.
Many other interventions are needed in antenatal
care, postpartum care, communities and workplaces.
It is critical that those working to improve policies
and programmes in facilities providing maternity
and newborn services integrate their work with those
working in other areas.

For example, health-professional education on
breastfeeding is typically quite weak and needs to be
strengthened. Training on BFHI standards will need to
be integrated into broader pre-service breastfeeding
education for health professionals. The WHO Model
chapter for textbooks for medical students and allied
health professionals provides standard information on
breastfeeding (85). Development of a medical school
curriculum on breastfeeding would not generally be
the responsibility of a BFHI coordination body, but
contribution of the information on the BFHI standards
for such a curriculum probably would.

Similarly, while the BFHI coordination body would not
be responsible for improving breastfeeding counselling
in primary health-care facilities or antenatal clinics,
it would need to ensure that national standards for
antenatal care do provide mothers with adequate
knowledge about breastfeeding before they enter the
facility providing maternity and newborn services.

The BFHI programme needs to work with existing
programmes and initiatives to ensure that there
are sufficient breastfeeding-support structures in
the community to connect mothers to upon facility
discharge, even though the programme itself does
not carry out services in the community. Improved
community support for breastfeeding, including
improved quality of primary health care and strong
peer networks, is critically important to ensure that
mothers are able to successfully breastfeed. Pérez-
Escamilla (2016) identified community support as a
critical step for sustaining breastfeeding beyond the
first few weeks of life (42). Interventions to increase
breastfeeding rates have been shown to be much
more effective when health services interventions are
combined with community interventions (92).

The UNICEF- and WHO-led Global Breastfeeding
Collective (93) has identified linkage between
health facilities and communities, and encourages
community networks that protect, promote
and support breastfeeding as a top priority. The
national BFHI coordination body should foster the
development of numerous types of community
breastfeeding support through primary health-care
centres, community health workers, home visitors,
breastfeeding clinics, nurses/midwives, lactation
consultants, peer counsellors, and mother-to-mother
support groups.

Improved
community support
for breastfeeding...
is critically important
to ensure that mothers
are able to successfully
breastfeed
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5. Transition of BFHI implementation

This implementation guidance for the BFHI describes
substantive changes to the Ten Steps and introduces
a number of new strategies for national action and
facility implementation. As such, countries will need
to examine how to transition existing activities related
to the BFHI, in light of these changes.

5.1. Countries with a well-functioning
national “Baby-friendly” hospital
designation programme

This updated implementation guidance moves the
BFHI away from a traditional model that focused on
facility designation as a main outcome and driver of
practice changes. For those countries that currently
have a well-functioning designation programme that
is able to reach the majority of facilities providing
maternity and newborn services nationwide, this
new guidance should not be viewed as a reason to
discontinue a successful programme.

The coordinating bodies in the countries in this
category should develop a plan to incorporate the
updated Ten Steps into the national BFHI standards.
A transition plan is needed to indicate when facilities
are expected to adhere to the updated standards and
to use the new tools. Facilities that have already been
designated and those in the pipeline for designation
will need to be granted a reasonable amount of time
to make changes to their practices before the new
standards become mandatory. The coordinating body
will need to:

« revise public materials on the Ten Steps;
+ revise training courses and materials;

- develop or update materials to assist facilities with
internal monitoring;

- revise external assessment standards.

In the past, many countries used Picasso’s picture,
Maternity, for plaques or posters when designating
facilities as “Baby-friendly”. WHO and UNICEF will
no longer provide reproductions of this image and
countries that are using designation as an incentive
for BFHI compliance will need to develop their own
imagery for this.

Where “mother-friendly” criteria that go beyond the
Ten Steps have been incorporated into the designation
criteria, these can remain in place, unless there is a
reason to update them.

While maintaining a designation programme, these
countries also need to work on integration of the Ten
Steps into national policies and quality-improvement
and maternal and child health programmes, as
described in section 3. The responsibilities of a
national breastfeeding or BFHI coordinating body
summarized in Box 3 are equally applicable whether a
country operates a designation programme or not.

5.2. Countries without an active or
successful BFHI programme

For countries where the BFHI is currently not
implemented, or where it has not been possible for
“Baby-friendly” designation to reach a majority of
facilities, it is recommended to focus on integration
and institutionalization of the Ten Steps, with a
quality-improvement approach at facility level and a
solid, supportive policy environment and monitoring
and accountability mechanisms. The activities in
section 3 lay out priority actions to revitalize the
BFHI in a sustainable way. Staff and management of
facilities that were designated a while ago will need
to be informed of the policy changes and updated
standards and about the actions to undertake to
comply with these standards.
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Annex 1. Ten Steps to Successful Breastfeeding - revised
2018 version: comparison to the original Ten Steps and the
new 2017 WHO guideline

42

Ten Steps to Successful
Breastfeeding — revised 2018

1a. The International Code

of Marketing of Breast-milk
Substitutes (25-27): Comply
fully with the International Code
of Marketing of Breast-milk
Substitutes and relevant World
Health Assembly resolutions.

Corresponding recommendations
from WHO Guideline: protecting,
promoting and supporting
breastfeeding in facilities providing

maternity and newborn
services (2017) (3)

N/A

Ten Steps in Protecting,
promoting and supporting
breast-feeding: the special role
of maternity services (1989) (23)

N/A (incorporated in the hospital
self-appraisal and monitoring
guidelines and the external
assessment)

1b. Infant feeding policy: Have a
written infant feeding policy that
is routinely communicated to

Recommendation 12: Facilities
providing maternity and newborn
services should have a clearly

Step 1: Have a written
breastfeeding policy that is
routinely communicated to

staff and parents, written breastfeeding policy that all health-care staff.
is routinely communicated to
staff and parents.

1c. Monitoring and data- N/A N/A

management systems: Establish
ongoing monitoring and data-
management systems.

2. Staff competency: Ensure that
staff have sufficient knowledge,
competence and skills to support
breastfeeding.

Recommendation 13: Health-
facility staff who provide infant
feeding services, including
breastfeeding support, should
have sufficient knowledge,
competence and skills to support
women to breastfeed.

Step 2: Train all health-care
staff in the skills necessary
to implement this policy.

3. Antenatal information:
Discuss the importance and
management of breastfeeding
with pregnant women and their
families.

Recommendation 14: Where
facilities provide antenatal
care, pregnant women and their
families should be counselled
about the benefits and
management of breastfeeding.

Step 3: Inform all pregnant
women about the benefits and
management of breastfeeding.

4. Immediate postnatal care:
Facilitate immediate and
uninterrupted skin-to-skin
contact and support mothers to
initiate breastfeeding as soon as
possible after birth.

Recommendation 1: Early and
uninterrupted skin-to-skin
contact between mothers and
infants should be facilitated and
encouraged as soon as possible
after birth.
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Corresponding recommendations

from WHO Guideline: protecting,
promoting and supporting
breastfeeding in facilities providing
maternity and newborn
services (2017) (3)

Ten Steps in Protecting,
promoting and supporting
breast-feeding: the special role
of maternity services (1989) (23)

Recommendation 2: All mothers
should be supported to initiate
breastfeeding as soon as possible
after birth, within the first hour
after delivery.

Step 4: Help mothers initiate
breastfeeding within a half-hour
of birth.

5. Support with breastfeeding:
Support mothers to initiate and
maintain breastfeeding and
manage common difficulties.

Recommendation 3: Mothers
should receive practical support
to enable them to initiate and
maintain breastfeeding and
manage common breastfeeding
difficulties.

Recommendation 4: Mothers
should be coached on how to
express breast milk as a means
of maintaining lactation in the
event of their being separated
temporarily from

their infants.

Step 5: Show mothers how

to breastfeed and maintain
lactation, even if they should
be separated from their infants.

6. Supplementation: Do not
provide breastfed newborns any
food or fluids other than breast

milk, unless medically indicated.

Recommendation 77: Mothers
should be discouraged from
giving any food or fluids other
than breast milk, unless
medically indicated.

Step 6: Give newborn infants
no food or drink other than
breastmilk, unless medically
indicated.

7. Rooming-in: Enable mothers
and their infants to remain
together and to practise
rooming-in throughout the day
and night.

Recommendation 5: Facilities
providing maternity and
newborn services should enable
mothers and their infants to
remain together and to practise
rooming-in throughout the day
and night. This may not apply
in circumstances when infants
need to be moved for specialized
medical care.

Step 7: Practise rooming in —
allow mothers and infants to
remain together — 24 hours a
day.

8. Responsive feeding: Support
mothers to recognize and
respond to their infants’ cues
for feeding.

Recommendation 6: Mothers
should be supported to practise
responsive feeding as part of
nurturing care.

Recommendation 8: Mothers
should be supported to recognize
their infants’ cues for feeding,
closeness and comfort, and
enabled to respond accordingly
to these cues with a variety of
options, during their stay at the
facility providing maternity and
newborn services.

Step 8: Encourage breastfeeding
on demand.
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Ten Steps to Successful
Breastfeeding — revised 2018

Corresponding recommendations
from WHO Guideline: protecting,
promoting and supporting
breastfeeding in facilities providing
maternity and newborn
services (2017) (3)

Ten Steps in Protecting,
promoting and supporting
breast-feeding: the special role
of maternity services (1989) (23)

9. Feeding bottles, teats and
pacifiers: Counsel mothers on
the use and risks of feeding
bottles, teats and pacifiers.

Recommendation 9: For preterm
infants who are unable to
breastfeed directly, non-nutritive
sucking and oral stimulation may
be beneficial until breastfeeding
is established.

Recommendation 10: If
expressed breast milk or other
feeds are medically indicated for
term infants, feeding methods
such as cups, spoons or feeding
bottles and teats may be used
during their stay at the facility.

Recommendation 11: If expressed
breast milk or other feeds are
medically indicated for preterm
infants, feeding methods such as
cups or spoons are preferable to
feeding bottles and teats.

Step 9: Give no artificial teats or
pacifiers (also called dummies
or soothers) to breastfeeding
infants.

10. Care at discharge: Coordinate
discharge so that parents and
their infants have timely access
to ongoing support and care.

Recommendation 15: As part

of protecting, promoting and
supporting breastfeeding,
discharge from facilities
providing maternity and newborn
services should be planned for
and coordinated, so that parents
and their infants have access to
ongoing support and appropriate
care.

Step 10: Foster the establishment
of breastfeeding support groups
and refer mothers to them on
discharge from the hospital or
clinic.
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Annex 2. Ten Steps to Successful Breastfeeding in lay terms

Hospitals support mothers to breastfeed by ...

Because...

1. Hospital » Not promoting infant formula, bottles or teats Hospital policies help
policies . 3 . make sure that all
» Making breastfeed tandard t
aking breastfeeding care standard practice mothers and babies
- Keeping track of support for breastfeeding receive the best care
2. Staff » Training staff on supporting mothers to breastfeed Well-trained health
competency workers provide the best

Assessing health workers’ knowledge and skills

support for breastfeeding

3. Antenatal care

Discussing the importance of breastfeeding for babies
and mothers

Preparing women in how to feed their baby

Most women are able to
breastfeed with the right
support

4. Careright after

Encouraging skin-to-skin contact between mother and

Snuggling skin-to-skin

birth baby soon after birth helps breastfeeding get
+ Helping mothers to put their baby to the breast right away stactedl
5. Support + Checking positioning, attachment and suckling Breastfeeding is natural,
mothers with - Giving practical breastfeeding support bukmost mothersneed
breastfeeding &p & Supp help at first

Helping mothers with common breastfeeding problems

6. Supplementing

Giving only breast milk unless there are medical reasons

Prioritizing donor human milk when a supplement is
needed

Helping mothers who want to formula feed do so safely

Giving babies formula
in the hospital makes it
hard to get breastfeeding

going

7. Rooming-in

Letting mothers and babies stay together day and night

Making sure that mothers of sick babies can stay near

Mothers need to be near
their babies to notice and

their baby respond to feeding cues
8. Responsive + Helping mothers know when their baby is hungry Breastfeeding babies
feedin
J - Not limiting breastfeeding times NhEEvEr hogere soady
helps everybody

9. Bottles, teats,
and pacifiers

Counselling mothers about the use and risks of feeding
bottles and pacifiers

Everything that goes in
the baby’s mouth needs
to be clean

10.Discharge

Referring mothers to community resources for
breastfeeding support

Working with communities to improve breastfeeding
support services

Learning to breastfeed
takes time
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Table 1. Recommended indicators for facility-based monitoring of the key clinical practices for the protection,
promotion and support of breastfeeding

Key clinical practice

Proposed indicator definition

Additional
sources

Step 3: Discuss the The percentage of mothers of 280% Interviews Clinical
importance and preterm and term infants who with records
management of received prenatal care at the mothers of
breastfeeding with facility who received prenatal preterm and
pregnant women and counselling on breastfeeding term infants
their families.
Step 4: Facilitate The percentage of mothers of 280% Interviews Clinical
immediate and term infants whose babies were of mothers records
uninterrupted skin-to- placed in skin-to-skin contact of term
skin contact and support with them immediately or infants
mothers to initiate within 5 minutes after birth and
breastfeeding as soon as that this contact that lasted 1
possible after birth. hour or more
SENTINEL INDICATOR: 280% Clinical Interviews
The percentage of term infants records with
who were put to the breast mothers of
within 1 hour after birth term infants
Step 5: Support The percentage of breastfeeding =280% Interviews
mothers to initiate and mothers of term infants who with
maintain breastfeeding are able to demonstrate how mothers of
and manage common to position their baby for term infants
difficulties. breastfeeding and that the baby
can suckle and transfer milk
The percentage of breastfeeding 280% Interviews
mothers of term infants who can with
describe at least two indicators mothers of
of whether a breastfed baby term infants
consumes adequate milk
The percentage of mothers of 280% Interviews Clinical
breastfed preterm and term with records
infants who can correctly mothers of
demonstrate or describe how to preterm and
express breast milk term infants
Step 6: Do not provide SENTINEL INDICATOR: z280% Clinical Interviews
breastfed newborns The percentage of infants records with
any food or fluids other (preterm and term) who received mothers of
than breast milk, unless only breast milk (either from preterm and
medically indicated. their own mother or from a term infants
human milk bank) throughout
their stay at the facility
Step 7: Enable mothers The percentage of mothers 280% Interviews Clinical
and their infants to of term infants whose babies with records
remain together and to stayed with them since birth, mothers of

practise rooming-in 24
hours a day.

without separation lasting for
more than 1 hour

term infants
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Additional
sources

Key clinical practice

Proposed indicator definition Primary

source

Step 8: Support mothers The percentage of breastfeeding 280% Interviews

to recognize and respond ~ mothers of term infants who with

to their infants’ cues for can describe at least two feeding mothers of

feeding. cues term infants

Step 9: Counsel mothers The percentage of breastfeeding 280% Interviews

on the use and risks of mothers of preterm and term with

feeding bottles, teats infants who report having mothers of

and pacifiers. been taught about the risks of preterm and
using feeding bottles, teats and term infants
pacifiers

Step 10: Coordinate The percentage of mothers of 280% Interviews

discharge so that preterm and term infants who with

parents and their infants report that a staff member has mothers of

have timely access to
ongoing support and
care.

informed them where they can
access breastfeeding support in
their community

preterm and
term infants
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Table 2. Recommended indicators for facility-based assessment of critical management procedures for the
protection, promotion and support of breastfeeding

Recommendation

Proposed indicators

Means of verification

Step 1a: Comply fully
with the International
Code of Marketing

of Breast-milk
Substitutes and
relevant World Health
Assembly resolutions
(the Code).

Evidence that all breast-milk Demonstrated
substitutes, feeding bottles and

teats used in the facility have

been purchased through normal

procurement channels and not

received through free or subsidized

supplies

Review of facility
purchasing records

Display of products covered under
the Code or items with names or
logos of companies that produce
breast-milk substitutes, feeding
bottles and teats, or names of
products covered under the Code

Not displayed

Observations in the
facility

Existence of a policy that describes Exists
how it abides by the Code,

including procurement of breast-

milk substitutes, not accepting

support or gifts from producers or
distributors of products covered by

the Code and not giving samples

of breast-milk substitutes, feeding

bottles or teats to mothers

Review of infant
feeding policy

The percentage of health 280%
professionals who provide

antenatal, delivery and/or

newborn care who can explain at

least two elements of the Code

Interviews with
clinical staff

Step 1b: Have a written
infant feeding policy
that is routinely
communicated to staff
and parents.

Existence of a written infant Exists
feeding policy that addresses the
implementation of all eight key

clinical practices of the Ten Steps,

Code implementation, and regular

competency assessment

Review of infant
feeding policy

Display of a summary of the policy Displayed

Observation of

for pregnant women, mothers and posted policy
their families

Alignment of clinical protocols or In alignment Review of clinical
standards related to breastfeeding protocols and
and infant feeding with BFHI standards
standards and current evidence-

based guidelines.

The percentage of clinical staff 280% Interviews with

who provide antenatal delivery
and/or newborn care who can
explain at least two elements of
the infant feeding policy that
influence their role in the facility

clinical staff
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Recommendation Proposed indicators Means of verification
Step 1c: Establish Existence of a protocol for an Exists Documentation of
ongoing monitoring ongoing monitoring and data- protocol
and data-management management system to comply
systems. with the eight key clinical

practices

The frequency with which clinical At least every 6 Documentation

staff at the facility meet to review months meeting schedule

implementation of the system

Step 2: Ensure The percentage of health =280% Interviews with
that staff have professionals who provide clinical staff
sufficient knowledge, antenatal, delivery and/or

competence and newborn care who report they

skills to support have received pre-service or in-

breastfeeding. service training on breastfeeding

during the previous 2 years

The percentage of health 280% Interviews with
professionals who report receiving clinical staff
competency assessments in

breastfeeding in the previous 2

years
The percentage of health z80% Interviews with
professionals members who clinical staff

provide antenatal, delivery, and/
or newborn care who are able

to correctly answer three out of
four questions on breastfeeding
knowledge and skills to support
breastfeeding
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Table 3. Indicators for national and subnational monitoring of protection, promotion and support of

breastfeeding in facilities providing maternity and newborn services

Indicator

Exclusive
breastfeeding in

infants aged under 6

Definition

The percentage of infants aged
0-5 months who received
only breast milk during the

Primary source

Household surveys
(MICS, DHS, etc.)

Possible additional
sources

months previous day

Births In Baby- The percentage of births Reports on
friendly facilities occurring in facilities that have programme
(“BFHI coverage”) been designated as “Baby- implementation;

Antenatal
counselling

friendly”, have “passed”
external assessment, or

have met a specific level

of compliance with BFHI
standards (as per the national
programme) within the past5
years

The percentage of mothers
of who received antenatal
counselling on breastfeeding

national database
where present

Household surveys
(MICS, DHS, etc.)

HMIS, exit
interviews, facility
surveys

Early skin-to-skin

The percentage of mothers

Household surveys

HMIS, Exit

contact who had skin-to-skin contact (MICS, DHS, etc.) interviews, facility
with their baby immediately surveys
or within 5 minutes after birth
that lasted 1 hour or more
Early initiation of The percentage of mothers Household surveys HMIS, exit
breastfeeding who put their infant to the (MICS, DHS, etc.) interviews, facility
breast within 1 hour after birth surveys
Support with The percentage of mothers Household surveys HMIS, exit
breastfeeding who received support with (MICS, DHS, etc.) interviews, facility
learning to breastfeed after surveys
delivery
Exclusive The percentage of mothers Household surveys HMIS, exit
breastfeeding during reporting that their infants (MICS, DHS, etc.) interviews, facility
facility stay received only breast milk surveys
(either from their own mother
or from a human milk bank)
throughout their stay at a
facility
Rooming-in The percentage of mothers Household surveys HMIS, exit

whose babies stayed with them
since birth, without separation
lasting for more than 1 hour

(MICS, DHS, etc.)

interviews, facility
surveys
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Indicator Definition Primary source Possible additional

sources

Referral to The percentage of mothers Household surveys HMIS, exit
community support who report that they were (MICS, DHS, etc.) interviews, facility
informed where they can surveys

access breastfeeding support
in their community

Overall compliance The percentage of mothers Household surveys HMIS, exit
with BFHI standards answering affirmatively on at (MICS, DHS, etc.) interviews, facility
(alternative BFHI least 6 of the above 7 practices surveys

coverage indicator)

Regulation of The percentage of provinces/ Reports (to be
BFHI standards states/districts with defined at country
(if regulation is regulations on Baby-friendly level)
decentralized to standards

provincial level)

Pre-service training The percentage of newly Reports (to be
on the BFHI graduated health professionals defined at country
standards who received training on the level)

updated BFHI standards
In-service training The percentage of practising Reports (to be
on the BFHI health professionals who defined at country
standards received in-service training on level)

the updated BFHI standards

Ongoing operation The percentage of facilities Reports (to be
of the external providing maternity and defined at country
assessment process newborn services that have level)

completed an external
assessment in the past 3-5
years

BFHI: Baby-friendly Hospital Initiative; DHS: demographic and health survey; HMIS: health management
information system; MICS: multiple indicator cluster survey.
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Preamble to the U.S. Baby-Friendly

Guidelines and Evaluation Criteria

Human milk provided by direct breastfeeding is the normal way to feed an infant. There are very few
true contraindications to breastfeeding and scientific evidence overwhelmingly indicates that it is
nutritionally superior, offers substantial immunological and health benefits, facilitates mother-baby
bonding, and should be promoted and supported to ensure the best health for women and their
children. Breastfeeding is the single most powerful and well-documented preventative modality
available to health care providers to reduce the risk of common causes of infant morbidity. Significantly
lower rates of diarrhea, otitis media, lower respiratory tract infections, Type 1 and Type 2 diabetes,
childhood leukemia, necrotizing enterocolitis, and Sudden Infant Death Syndrome occur among those
who were breastfed.! Women who breastfeed have a lower risk of Type 2 diabetes and breast and
ovarian cancers.? Evidence suggests that reduction in the risk of cardiovascular and other related
diseases may be added to the benefits of breastfeeding for women.? The American Academy of
Pediatrics, the American Congress of Obstetricians and Gynecologists, the Centers for Disease Control
and Prevention, and the World Health Organization all recommend exclusive breastfeeding for about 6
months and continued breastfeeding while adding complimentary foods for one year and beyond.

The U.S. Department of Health and Human Services has included breastfeeding among the national
Healthy People (HP) objectives since their inception for the year 1990. The HP2020* objectives state:

MICH-21.1 Increase the proportion of infants who are ever breastfed Target 81.9%
MICH-21.2  Increase the proportion of infants who are breastfed at 6 months Target 60.6%

MICH-21.3  Increase the proportion of infants who are breastfed at 1 year Target 34.1%

MICH-21.4 Increase the proportion of infants who are breastfed exclusively Target 46.2%
through 3 months

MICH-21.5 Increase the proportion of infants who are breastfed exclusively Target 25.5%
through 6 months

MICH-23 Reduce the proportion of breastfed newborns who receive Target 14.2%
formula supplementation within the first 2 days of life

! Stanley Ip, et al. “Breastfeeding and maternal and infant health outcomes in developed countries,” Evidence Report/Technology Assessment
NO. 153 (Prepared by Tufts-New England Medical Center Evidence-Based Practice Center, under Contract No. 290-02-0022), AHRQ Publication
No. 07-E007, (Rockville, MD: Agency for Healthcare Research and Quality, 2007).

2 1bid.

*E. B. Schwarz, et al. “Duration of lactation and risk factors for maternal cardiovascular disease,” Obstetrics & Gynecology 113, 5 (2009): 97482.

# Healthy People 2020, U.S. Department of Health and Human Services, Office of Disease Prevention and Health Promotion Accessed June 21,
2016, https://www.healthypeople.gov/2020/topics-objectives/topic/maternal-infant-and-child-health/objectives
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MICH-24 Increase the proportion of live births that occur in facilities that  Target 8.1%
provide recommended care for lactating mothers and their babies

Despite the significant gains made during the past few years, the initiation, duration, and exclusivity of
breastfeeding continue to lag behind the national objectives, particularly among the most vulnerable
populations of African American and low income women. In 2012, approximately 80% of all women
initiated breastfeeding; however, only 66% of non-Hispanic black women and 74% of women with
incomes below the poverty line initiated breastfeeding.®

While causes of this trend are multifactorial and complex, health care practices have been shown to play
a fundamental role in impacting breastfeeding initiation, exclusivity, and duration. Unsupportive
practices during the perinatal period can disrupt the unique and critical link between the prenatal
education and the community postpartum support provided after discharge from the birthing facility.
Conversely, supportive practices positively impact breastfeeding outcomes. The Ten Steps to Successful
Breastfeeding, which form the foundation of the Baby-Friendly Hospital Initiative, are a package of
evidence-based practices shown to improve breastfeeding outcomes. Studies have shown that the more
steps a mother reports experiencing, the more likely she is to meet her breastfeeding goals.%’

Numerous government and professional organizations actively encourage a strong program of
information and support to promote the successful establishment and maintenance of breastfeeding,
including:

*» Academy of Breastfeeding Medicine

<+ Academy of Nutrition and Dietetics

«* American Academy of Family Physicians

% American Academy of Nursing

%+ American Academy of Pediatrics

¢ American College of Nurse-Midwives

¢ American Congress of Obstetricians and Gynecologists

% American Nurses Association

+» American Public Health Association

#+ Association of Women’s Health, Obstetric and Neonatal Nurses

+* Centers for Disease Control and Prevention

++ National Academies of Science, Engineering and Medicine

® “Rates of Any and Exclusive Breastfeeding by Socio-demographics among Children Born in 2012,” National Immunization Survey, Centers for
Disease Control and Prevention, Department of Health and Human Services, Accessed June 21, 2016,
www.cdc.gov/breastfeeding/data/nis_data/rates-any-exclusive-bf-socio-dem-2012.htm

& Ann M. DiGirolamo, Laurence M. Grummer-Strawn, Sara B. Fein, “Effect of maternity-care practices on breastfeeding,” Pediatrics 122, 2 (2008)

” Rafael Perez-Escamilla, Josefa L. Martinez and Sofia Segura-Perez, “Impact of the Baby-friendly Hospital Initiative on breastfeeding and child
health outcomes: a systematic review,” Maternal & Child Nutrition, doi: 10.1111/mcn.12294.
© 2010, 2016 Baby-Friendly USA, Inc.
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¢ National WIC Association

+ Office on Women’s Health — United States Department of Health and Human Services

# United States Breastfeeding Committee

¢ United States Preventive Services Task Force

#+ United States Surgeon General

The diverse benefits of breastfeeding translate into hundreds of dollars of savings at the family level and
billions of dollars at the national level through decreased hospitalizations and pediatric visits.
Researchers have estimated that were the national initiation and 6 months goals (above) to be met,
between 3.6 and 13 billion dollars would be saved on pediatric health care costs.®° Consequently,
activities to promote the national objectives are clearly among the best and most cost-effective health
promotional strategies available.

The Baby-Friendly Hospital Initiative (BFHI) was established in 1991 by the United Nations Children’s
Fund (UNICEF) and the World Health Organization (WHOQ). The BFHI is a global program to encourage
and recognize birthing facilities that offer an optimal level of care for infant feeding and mother-baby
bonding. The core components of the BFHI are the UNICEF/WHO Ten Steps to Successful Breastfeeding,
which are designed to facilitate the role of the birthing facility in providing women the information, care
practices, and opportunity to breastfeed, regardless of the method of birth. More than 170 countries
have undertaken implementation of the Ten Steps to Successful Breastfeeding, resulting in the
designation of more than 20,000 birth facilities throughout both the developing and industrialized
world, The BFHI has been endorsed by hundreds of organizations worldwide.

In the United States, Wellstart International, in cooperation with the U.S. Fund for UNICEF, piloted the
development of tools for the assessment of the first U.S. Baby-Friendly hospitals, including the original
Guidelines and Evaluation Criteria, which provided the basic guidance for birthing facility
implementation of the program. In 1997, Baby-Friendly USA, Inc. was created at the request of the U.S.
Fund for UNICEF to administer the BFHI program in U.S. birthing facilities.

£ Jon Weimer, “The Economic Benefits of Breastfeeding: A Review and Analysis,” ERS Food Assistance and Nutrition Research Report 13, (2001)
9 M Bartick, A Reinhold, “The burden of suboptimal breastfeeding in the United States: a pediatric cost analysis,” Pediatrics 125, 5 (2010): 104856.
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The Guidelines and Evaluation Criteria for

Hospital and Birthing Center Implementation of
the U.S. Baby-Friendly Hospital Initiative

The guidelines in this document describe the standard of care which facilities should strive to achieve for
all patients, while the accompanying criteria provide the specific quantifiable measures used by Baby
Friendly USA (BFUSA) assessors to determine the birthing facility’s conformity with the BFHI.

The U.S. BFHI Guidelines and Evaluation Criteria and the assessment and accreditation processes are
predicated on the following tenets:

Well-constructed, comprehensive policies effectively guide staff to deliver evidence-based care.
Well-trained staff provide current, evidence-based care.
Monitoring of practice is required to assure adherence to policy.

ek B

Breastfeeding has been recognized by scientific authorities as the optimal method of infant

feeding and should be promoted as the norm within all maternal and child health care facilities.

5. The most sound and effective procedural approaches to supporting breastfeeding and human
lactation in the birthing environment that have been documented in the scientific literature to
date should be followed by the health facility.

6. The health care delivery environment should be neither restrictive nor punitive and should
facilitate informed health care decisions on the part of the mother and her family.

The health care delivery environment should be sensitive to cultural and social diversity.

The mother and her family should be protected within the health care setting from false or
misleading product promotion and/or advertising which interferes with or undermines informed
choices regarding infant health care practices.

9. When a mother has chosen not to breastfeed, when supplementation of breastfeeding is
medically indicated, or when supplementation is chosen by the breastfeeding mother (after
appropriate counseling and education), it is crucial that safe and appropriate methods of
formula mixing, handling, storage, and feeding are taught to the parents.

10. Recognition as a Baby-Friendly institution should have both national and international credibility
and prestige, so that it is marketable to the community, increases demand, and thereby
improves motivation among facilities to participate in the Initiative.

11. Participation of any facility in the U.S. BFHI is entirely voluntary and is available to any institution

providing birthing services. Each participating facility assumes full responsibility for assuring that

its implementation of the BFHI is consistent with all of its safety protocols.

Step 1: Have a written breastfeeding policy that is routinely
communicated to all health care staff.

© 2010, 2016 Baby-Friendly USA, Inc.
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1.1 Guideline: Breast milk should be the standard for infant feeding. All infants in the facility should
be considered to be breastfeeding infants unless, after giving birth and being offered help to
breastfeed, the mother has specifically stated that she has no plans to breastfeed. (See Steps 4
and 5.) The facility should have a written policy that addresses the implementation of Steps 2
through 10, as well as the International Code of Marketing of Breast-milk Substitutes
International Code), and communicates the Baby-Friendly philosophy that mothers room with,
care for, and feed their own well infants and should be protected from the promotion of breast
milk substitutes and other efforts that undermine an informed feeding choice. All areas of the
facility that potentially interact with childbearing women and infants will have language in their
policies about the promotion, protection, and support of breastfeeding. Policies of all
departments will support, and will not countermand, the facility’s breastfeeding policy, and will
be based on recent and reliable scientific evidence.

1.1.1 Criterion for evaluation: The facility will have written maternity care and infant feeding
policies that address all Ten Steps, protect breastfeeding, and adhere to the
International Code. All areas of the facility that potentially interact with childbearing
women and infants will have language in their policies about the promotion, protection,
and support of breastfeeding. Policies of all departments will not countermand the
facility’s breastfeeding policy. Review of all clinical protocols, standards, and educational
materials related to breastfeeding and infant feeding used by the maternity services
indicates that they are in line with the BFHI standards and current evidence-based
guidelines.

1.1.2 Criterion for evaluation: The nursing director/manager will be able to identify the
health care professional(s) who has ultimate responsibility for assuring implementation
of the breastfeeding policy.

1.2 Guideline: The designated health care professional(s) should ensure that maternity care and
infant feeding policies are readily available for reference by all staff who care for mothers,
infants, and/or young children and are communicated to new employees in their orientation
and at other times as determined by the health care facility. The facility should have a
mechanism for monitoring the effectiveness of the maternity care and infant feeding policies
that is incorporated into routine quality improvement procedures.

1.2.1 Criterion for evaluation: The nursing director/manager of the maternity unit and/or the
designated health care professional within the facility will be able to locate the
maternity care and infant feeding policies and describe how the other staff, including
new employees, are made aware of the content.

1.2.2 Criterion for evaluation: Of randomly selected maternity staff members, at least 80%
will confirm that they are aware of the facility’s maternity care and infant feeding
policies, know where the policies are kept or posted, and have received orientation
regarding the policies.

© 2010, 2016 Baby-Friendly USA, Inc.
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13

1.2.3 Criterion for evaluation: The nursing director/manager of the maternity unit and/or the
designated health care professional within the facility will be able to produce evidence
of routine quality improvement procedures that have monitored the maternity care and
infant feeding policies.

Guideline: The Ten Steps to Successful Breastfeeding (Ten Steps) and a statement indicating the
facility’s adherence to the WHO International Code requirements related to the purchase and
promotion of breast milk substitutes, bottles, nipples, pacifiers, and other infant feeding
supplies should be prominently displayed in all areas that serve mothers, infants, and young
children. This information should be available in the language(s) most commonly understood by
patients, and, if needed and possible, should be available in appropriate formats for illiterate
and visually impaired patients.

1.3.1 Criterion for evaluation: The Ten Steps and the statement indicating the facility’s
adherence to the WHO International Code restricting the promotion of breast milk
substitutes, bottles, nipples, and other infant feeding supplies will be prominently
displayed in all areas of the health care facility which serve mothers, infants, and/or
young children, including labor and delivery, the postpartum unit, all infant and child
care areas, affiliated prenatal services, ultrasound, screening, antenatal testing, and the
emergency room. This information will be displayed in the language(s) most commonly
understood by patients.

Step 2: Train all health care staff in the skills necessary to implement
this policy.

21

Guideline: A designated health care professional should be responsible for assessing needs,
planning, implementing, evaluating, and periodically updating competency-based training in
breastfeeding and parent teaching for formula preparation and feeding for all health care staff
caring for mothers, infants, and/or young children. Such training may differentiate the level of
competency required and/or needed based on staff function, responsibility, and previously
acquired training and should include documentation that essential skills have been mastered.

Training for nursing staff on maternity should comprise a total of 20 hours, inclusive of the 15
sessions identified by UNICEF/WHO and 5 hours of supervised clinical experience. (See Appendix
A.) Clinical competency verification will be a focus of all staff training. Maternity staff will receive
training and mentorship necessary to attain competence in counseling the feeding decision,
providing skin-to-skin contact in the immediate postpartum period and beyond, assisting and
assessing the mother and infant in achieving comfortable and effective positioning and
attachment at the breast, counseling mothers regarding maintaining exclusive breastfeeding,
learning feeding cues, assuring rooming-in, teaching and assisting mothers with hand expression
of milk, teaching formula preparation and feeding to parents when necessary, and assisting
mothers in finding support upon discharge.

Health care providers (physicians, midwives, physician assistants, and advanced practice
registered nurses) with privileges for labor, delivery, maternity, and nursery/newborn care
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should have a minimum of 3 hours of breastfeeding management education pertinent to their
role. At minimum, all health care providers must have a true understanding of the benefit of
exclusive breastfeeding, physiology of lactation, how their specific field of practice impacts
lactation, and how to find out about safe medications for use during lactation. If health care
providers do not teach specific skills, it is not expected that they be able to describe or
demonstrate them. However, it is expected that they will know to whom to refer a mother for
help with matters for which they do not possess the skills.

The facility should determine the amount and content of training required by staff in other units
and roles by their anticipated workplace exposure to mothers and infants. The content and
number of hours of training for staff working outside maternity will be developed by each
facility, based on job description and workplace exposure to breastfeeding couplets.

Examples of training for staff outside of maternity include, but are not limited to:

= Pharmacist - importance of exclusive breastfeeding, medications acceptable for
breastfeeding

= Social worker, discharge planner - importance of exclusive breastfeeding, community
resources that support breastfeeding

= Anesthesiologist - importance of exclusive breastfeeding, importance of immediate skin-
to-skin contact

= Radiology - importance of exclusive breastfeeding, where to find out about safe
medications for use during lactation, where to find appropriate information on use of
radioisotopes during lactation

= Dietary - importance of exclusive breastfeeding, practices that support breastfeeding

= Housekeeping staff - importance of exclusive breastfeeding, practices that support
breastfeeding, the facility’s philosophy on infant nutrition, who to call when a mother
needs help

2.1.1 Criterion for evaluation: The head of maternity services will report that all health care
staff members who have any contact with pregnant women, mothers, and/or infants
have received sufficient orientation on the infant feeding policies.

2.1.2 Criterion for evaluation: The head of maternity services will be able to identify the
health care professional(s) responsible for all aspects of planning, implementing, and
evaluating staff training in breastfeeding and parent teaching for formula preparation
and feeding.

2.1.3 Criterion for evaluation: The designated health care professional(s) will provide
documentation that training for breastfeeding and parent teaching for formula
preparation and feeding is provided for all health care staff caring for mothers, infants
and/or young children and that new staff are oriented on arrival and scheduled for
training within 6 months (for example, by providing a list of new staff who are scheduled
for training).
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2.1.4 Criterion for evaluation: If training acquired prior to employment with this facility is
accepted as a means of meeting the minimum competencies, the designated health care
professional will be able to describe the process used to verify the previously acquired
competencies.

2.1.5 Criterion for evaluation: The designated health care professional(s) will provide
documentation of training offered to staff outside the maternity unit.

2.1.6 Criterion for evaluation: A copy of the curricula or course outlines for competency
based training in breastfeeding, lactation management, and parent teaching for formula
preparation and feeding will be available for review and a schedule for training all newly
hired staff will exist. Maternity staff training will cover Steps 3 through 10 and include
the topics and subtopics of all 15 sessions identified by the UNICEF/WHO 20 hour
curriculum. (See Appendix A.) The training will include a minimum of five hours of
supervised clinical experience.

2.1.7 Criterion for evaluation: Of randomly selected maternity staff members, including the
nursery staff and health care providers with privileges, at least 80% will confirm that
they have completed the described training and competency verification, or, if they
have been on the unit less than 6 months, have at minimum been oriented.

2.1.8 Criterion for evaluation: Of health care providers with privileges, at least 80% will be
able to correctly answer 4 out of 5 questions demonstrating they have a true
understanding of the benefit of exclusive breastfeeding, physiology of lactation, how
their specific field of practice impacts lactation, and how to find out about safe
medications for use during lactation.

2.1.9 Criterion for evaluation: Of randomly selected maternity staff members, at least 80%
will be able to answer 4 out of 5 questions on breastfeeding management correctly.

2.1.10 Criterion for evaluation: Of randomly selected maternity staff members and health care
providers, at least 80% will be able to identify 2 topics to discuss with women who are
considering feeding their infants something other than human milk.

Step 3: Inform all pregnant women about the benefits and management
of breastfeeding.

Guidelines and criteria only for facilities with an affiliated prenatal clinic or services

3.1 Guideline: Education about breastfeeding, including individual counseling, should be made
available to pregnant women for whom the facility or its associated services provide prenatal
care. The education should begin in the first trimester whenever possible.
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3.2

3.1.1 Criterion for evaluation: If the facility has an affiliated prenatal clinic or services, the
nursing director/manager will report that individual counseling or group education on
breastfeeding is given to at least 80% of the pregnant women using those services.

Guideline: The education should cover the importance of exclusive breastfeeding,
nonpharmacological pain relief methods for labor, the importance of early skin-to-skin contact,
early initiation of breastfeeding, rooming-in on a 24-hour basis, feeding on demand or baby-led
feeding, frequent feeding to help assure optimal milk production, effective positioning and
attachment, exclusive breastfeeding for the first 6 months, and that breastfeeding continues to
be important after 6 months when other foods are given. Individualized education on the
documented contraindications to breastfeeding and other special medical conditions should be
given to pregnant women when indicated.

3.2.1 Criterion for evaluation: A written description of the content of the prenatal education
will be available and will cover, at minimum, the importance of breastfeeding, the
importance of exclusive breastfeeding for about 6 months, and basic breastfeeding
management.

3.2.2 Criterion for evaluation: Of the randomly selected pregnant women in the third
trimester who are using the facility prenatal services, at least 80% will confirm that a
staff member has talked with them or offered a group talk that includes information on
breastfeeding.

3.2.3 Criterion for evaluation: Of the randomly selected pregnant women in the third
trimester who are using the facility prenatal services, at least 80% are able to
adequately describe what was discussed concerning 2 of the following topics:
importance of skin-to-skin contact, rcoming-in, or risks of supplements while
breastfeeding in the first 6 months.

Guidelines and criteria for all facilities with or without an affiliated prenatal clinic or services

33

Guideline: All facilities should foster the development of or coordinate services with programs
that make education about breastfeeding available to pregnant women. All facilities should
foster relationships with community-based programs that make available individual counseling
or group education on breastfeeding and coordinate messages about breastfeeding with these
programs. The education should begin in the first trimester whenever possible.

3.3.1 Criterion for evaluation: The nursing director/manager will report that the facility
fosters relationships with community-based programs that make available individual
counseling or group education on breastfeeding and coordinates messages about
breastfeeding with these programs.

3.3.2 Criterion for evaluation: The nursing director/manager will report that the facility has
fostered the development of or coordinated services with one or more of the following
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programs: in-house breastfeeding education, childbirth education, hospital
preregistration visits, hospital tours, in-patient services, etc.

34 Guideline: Prenatal education should cover the importance of exclusive breastfeeding,
nonpharmacological pain relief methods for labor, the importance of early skin-to-skin contact,
early initiation of breastfeeding, rooming-in on a 24-hour basis, feeding on demand or baby-led
feeding, frequent feeding to help assure optimal milk production, effective positioning and
attachment, exclusive breastfeeding for the first 6 months, and the fact that breastfeeding
continues to be important after 6 months when other foods are given. Individualized education
on the documented contraindications to breastfeeding and other special medical conditions
should be given to pregnant women when indicated.

3.4.1 Criterion for evaluation: A written description of in-house and/or community-based
programs and projects the facility has fostered will be available and will cover, at
minimum, the importance of breastfeeding, the importance of exclusive breastfeeding
for about 6 months, and basic breastfeeding management (e.g. skin-to-skin contact,
rooming-in, and risks of supplements while breastfeeding in the first 6 months).

Step 4: Help mothers initiate breastfeeding within one hour of birth.

This Step is now interpreted as:

Place infants in skin-to-skin contact with their mothers immediately following birth for at
least an hour and encourage mothers to recognize when their infants are ready to
breastfeed, offering help if needed.

This Step applies to all infants, regardless of feeding method.

4.1 Guideline: All mothers should be given their infants to hold with uninterrupted and continuous
skin-to-skin contact immediately after birth and until the completion of the first feeding, unless
there are documented medically justifiable reasons for delayed contact or interruption. Routine
procedures (e.g. assessments, Apgar scores, etc.) should be done with the infant skin-to-skin
with the mother. Procedures requiring separation of the mother and infant (bathing, for
example) should be delayed until after this initial period of skin-to-skin contact and should be
conducted, whenever feasible, at the mother’s bedside. Additionally, skin-to-skin contact should
be encouraged throughout the hospital stay.

4.1.1 Criterion for evaluation: Of randomly selected mothers in the postpartum unit who
have had normal vaginal births, at least 80% will confirm that their infants were placed
in skin-to-skin contact with them immediately after birth and that skin-to-skin contact
continued uninterrupted until the completion of the first feeding (or for at least one
hour if not breastfeeding), unless there were documented medically justifiable reasons
for delayed contact.
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4.2

4.1.2

4.1.3

4.1.4

Criterion for evaluation: Of randomly selected mothers in the postpartum unit who
have had normal vaginal births, at least 80% will confirm that they were encouraged to
look for signs that their infants were ready to feed during this first period of contact and
offered help if needed. (The infant should not be forced to feed, but rather, supported
to do so when ready.)

Criterion for evaluation: Observations of vaginal births, if necessary to confirm
adherence to Step 4, show that (regardless of the mother’s feeding intentions) at least
80% of infants are placed skin-to-skin with their mothers within 5 minutes after birth
and are held continuously skin-to-skin until completion of the first feeding, or for at
least one hour if not breastfeeding, unless there were documented medically justifiable
reasons for delayed contact.

Criterion for evaluation: Observations of vaginal births, if necessary to confirm
adherence to Step 4, show that (regardless of the mother’s feeding intentions) at least
80% of mothers are shown how to recognize the signs that their infants are ready to
feed and offered help, or there are documented justifiable reasons for not following
these procedures.

Guideline: After cesarean birth, mothers and their infants should be placed in continuous,
uninterrupted skin-to-skin contact as soon as the mother is responsive and alert, with the same
staff support identified above regarding feeding cues, unless separation is medically indicated.

4.2.1

4.2.2

423

4.2.4

Criterion for evaluation: Of randomly selected mothers in the postpartum unit who
have had cesarean births of a healthy infant, at least 80% will confirm that their infants
were placed in skin-to-skin contact with them as soon as the mother was responsive and
alert and that skin-to-skin contact continued uninterrupted until completion of the first
feeding (or at least one hour if not breastfeeding), unless there were documented
medically justifiable reasons for delayed contact.

Criterion for evaluation: Of randomly selected mothers in the postpartum unit who
have had cesarean births of a healthy infant, at least 80% will confirm that they were
encouraged to look for signs that their infants were ready to feed during this first period
of contact and offered help if needed. (The infant should not be forced to feed, but
rather, supported to do so when ready.)

Criterion for evaluation: Observations of cesarean births and recovery, if necessary to
confirm adherence to Step 4, show that (regardless of the mother’s feeding intentions),
at least 80% of infants are placed with their mothers and held continuously skin-to-skin
as soon as the mother was responsive and alert and until completion of the first feeding.

Criterion for evaluation: Observations of cesarean births and recovery, if necessary to
confirm adherence to Step 4, show that (regardless of the mother’s feeding intentions),
at least 80% of mothers are shown how to recognize the signs that their infants are
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4.3

ready to feed and offered help, or there are documented justified reasons for not
following these procedures.

Guideline: In the event that a mother and/or infant are separated for documented medical
reasons, skin-to-skin contact will be initiated as soon as the mother and infant are reunited.

4.3.1 Criterion for evaluation: Of randomly selected mothers who gave birth either vaginally
or via cesarean, at least 80% will confirm that in the event of medically-indicated
separation, skin-to-skin contact was initiated when they were reunited with their
infants.

Recommendation for facilities with an affiliated special care nursery or neonatal intensive

care unit

4.4

Recommended guideline: Mothers whose infants are being cared for in the special care nursery
should be given the opportunity to practice Kangaroo Mother Care as soon as the infant is
considered ready for such contact.

4.4.1 Recommended criterion for evaluation: The facility has a quality improvement goal and
tracking method to assure that at least 80% of randomly selected mothers with infants
in special care will have the opportunity to practice Kangaroo Mother Care, unless there
are documented medically justifiable reasons why they could not.

Step 5: Show mothers how to breastfeed and how to maintain lactation,
even if they are separated from their infants.

5.1

Guideline: Health care professionals should assess the mother’s breastfeeding techniques and,
if needed, should demonstrate appropriate breastfeeding positioning and attachment with the
mother and infant, optimally within 3 hours and no later than 6 hours after birth. Prior to
discharge, breastfeeding mothers should be educated on basic breastfeeding practices,
including: 1) the importance of exclusive breastfeeding, 2) how to maintain lactation for
exclusive breastfeeding for about 6 months, 3) criteria to assess if the infant is getting enough
breast milk, 4) how to express, handle, and store breast milk, including manual expression, and
5) how to sustain lactation if the mother is separated from her infant or will not be exclusively
breastfeeding after discharge.

5.1.1 Criterion for evaluation: Of randomly selected postpartum mothers, at least 80% will
report that nursing staff offered further assistance with breastfeeding the next time
they fed their infants or within 6 hours of birth, or of when they were able to respond.

5.1.2 Criterion for evaluation: Of randomly selected postpartum mothers, at least 80% of
those who are breastfeeding will be able to demonstrate correct positioning and
attachment with their own infants and will report that breastfeeding is comfortable for
them.
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5.1.3 Criterion for evaluation: Of randomly selected postpartum mothers, at least 80% of
those who are breastfeeding will report that they were shown how to express their milk
by hand.

5.1.4 Criterion for evaluation: Of randomly selected health care staff caring for postpartum
mothers, at least 80% will report that they teach mothers how to position and attach
their infants for breastfeeding and are able to describe or demonstrate correct
techniques for both.

5.1.5 Criterion for evaluation: Of randomly selected health care staff caring for postpartum
mothers, at least 80% will report that they teach mothers how to hand express breast
milk and can describe or demonstrate an adequate technique for this.

5.2 Guideline: Additional individualized assistance should be provided to high risk and special needs
mothers and infants and to mothers who have breastfeeding problems or must be separated
from their infants. The routine standard of care should include procedures that assure that milk
expression is begun as soon as possible, but no later than 6 hours after birth, expressed milk is
given to the infant as soon as the infant is medically ready, and the mother’s expressed milk is
used before any supplementation with breast milk substitutes when medically appropriate. For
high risk and special needs infants who cannot be skin-to-skin immediately or cannot suckle,
beginning manual expression within one hour is recommended. Assistance should be provided
as needed.

5.2.1 Criterion for evaluation: Of randomly selected mothers with infants in special care, at
least 80% of those who are breastfeeding or intending to do so will report that they
have been offered help to begin expressing and collecting milk as soon as possible, but
no later than 6 hours after their infants’ births, unless there is a medically justifiable
reason to delay initiation of expression.

5.2.2 Criterion for evaluation: Of randomly selected mothers with infants in special care, at
least 80% of those who are breastfeeding or intending to do so report that they have
been shown how to express their milk by hand or other method.

5.2.3 Criterion for evaluation: Of randomly selected mothers with infants in special care, at
least 80% of those who are breastfeeding or intending to do so can adequately describe
and demonstrate how they were shown to express their milk.

5.2.4 Criterion for evaluation: Of randomly selected mothers with infants in special care, at
least 80% of those who are breastfeeding or intending to do so will report that they
have been told they need to breastfeed or express their milk 8 times or more every 24
hours to establish and maintain their milk supply.

5.3 Guideline: Mothers who feed formula should receive written instruction, not specific to a
particular brand, and verbal information about safe preparation, handling, storage, and feeding
of infant formula. Staff should document completion of formula preparation instruction and
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safe feeding in the medical record. This information should be given on an individual basis only
to women who are feeding formula or mixed feeding their infants.

5.3.1 Criterion for evaluation: Of maternity staff members, at least 80% can describe how
mothers who are feeding formula can be assisted to safely prepare and feed formula to
their infants.

5.3.2 Criterion for evaluation: Of mothers who are feeding formula, at least 80% will report
that someone discussed their feeding choice with them.

5.3.3 Criterion for evaluation: Of mothers who are feeding formula, at least 80% will report
that they have been provided education about preparing and giving their infants feeds
and can describe the advice they were given.

Step 6: Give infants no food or drink other than breast milk, unless
medically indicated.

Exclusive breast milk feeding shall be the feeding method expected from birth to discharge.

Each facility should track its rate of formula supplementation of breastfed infants. Facilities should strive
to reach the Healthy People 2020 goal for exclusive breastfeeding. The rate of supplementation for
nonmedical reasons should be analyzed and compared to the annual rate of supplementation of
breastfed infants reported by the Centers for Disease Control and Prevention (CDC) National
Immunization Survey data for the geographic region in which the facility is located. In addition, a year-
by-year reduction in non-medically indicated supplementation is expected in Baby-Friendly designated
facilities.

6.1 Guideline: When a mother specifically states that she has no plans to breastfeed or requests that
her breastfeeding infant be given a breast milk substitute, the health care staff should first explore the
reasons for this request, address the concerns raised, and educate her about the possible consequences
to the health of her infant and the success of breastfeeding. If the mother still requests a breast milk
substitute, her request should be granted and the process and the informed decision should be
documented. Any other decisions to give breastfeeding infants food or drink other than breast milk
should be for acceptable medical reasons and require a written order documenting when and why the
supplement is indicated. (See Appendix B.)

6.1.1 Criterion for evaluation: Of randomly selected mothers who are breastfeeding, at least

80% will report that:

= to the best of their knowledge, their infants have received no food
or drink other than breast milk while in the facility, or

= that formula has been given for a medically acceptable reason, or
= that formula has been given in response to a parental request.

6.1.2 Criterion for evaluation: Of breastfeeding mothers whose infants have been given food
or drink other than breast milk, at least 80% of those who have no acceptable medical
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reason will report that the health care staff explored the reasons for and the possible
negative consequences of the mother’s decisions.

6.1.3 Criterion for evaluation: Of infants who have been given food or drink other than breast
milk, at least 80% will have the reasons for supplementation and evidence of parental
counseling (in the event of parental choice) clearly documented in the medical record.

6.1.4 Criterion for evaluation: Of randomly selected mothers who have decided to feed
formula, at least 80% will report that the staff discussed with them the various feeding
options and helped them to decide what was suitable in their situations.

6.1.5 Criterion for evaluation: Of mothers with infants in special care who have decided to
feed formula, at least 80% will report that staff have talked with them about the risks
and benefits of the various feeding options, including feeding expressed breast milk.

6.1.6 Criterion for evaluation: Observations in the postpartum unit/rooms and any well-baby
observation areas show that at least 80% of breastfed infants are being fed only breast
milk, or documentation indicates that there are acceptable medical reasons or fully
informed choices for formula feeding.

Step 7: Practice rooming in - allow mothers and infants to remain
together 24 hours a day.

7.1

Guideline: The facility should provide rooming-in 24 hours a day as the standard for mother
baby care for healthy term infants, regardless of feeding choice. When a mother requests that
her infant be cared for in the nursery, the health care staff should explore the reasons for the
request and should encourage and educate the mother about the advantages of having her
infant stay with her in the same room 24 hours a day. If the mother still requests that the infant
be cared for in the nursery, the process and informed decision should be documented. In
addition, the medical and nursing staff should conduct newborn procedures at the mother’s
bedside whenever possible and should avoid frequent separations and absences of the newborn
from the mother for more than one hour in a 24-hour period. If the infant is kept in the nursery
for documented medical reasons, the mother should be provided access to feed her infant at
any time.

7.1.1 Criterion for evaluation: Of randomly selected mothers with vaginal births, at least 80%
will report that their infants were not separated from them before starting rooming-in,
unless there are documented medical reasons for separation.

7.1.2 Criterion for evaluation: Of randomly selected mothers with healthy term infants, at
least 80% will report that since they came to their room after birth (or since they were
able to respond to their infants in the case of cesarean birth), their infants have stayed
with them in the same room day and night except for up to one hour per 24-hour period
for facility procedures, unless there are documented justifiable reasons for a longer
separation.
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7.1.3 Criterion for evaluation: Observations in the postpartum unit and any well-baby
observation areas and discussions with mothers and staff confirm that at least 80% of
the mothers and infants are rooming-in or have documented justifiable reasons for
separation.

Step 8: Encourage breastfeeding on demand.

This step applies to all infants, regardless of feeding method, and is now interpreted as:
Encourage feeding on cue.

8.1 Guideline: Health care professionals should help all mothers, regardless of feeding choice: 1)
understand that no restrictions should be placed on the frequency or length of feeding, 2)
understand that newborns usually feed a minimum of 8 times in 24 hours, 3) recognize cues that
infants use to signal readiness to begin and end feeds, and 4) understand that physical contact
and nourishment are both important.

8.1.1 Criterion for evaluation: Of randomly selected mothers of normal infants (including
those of cesarean birth), at least 80% will report that they have been told how to
recognize when their infants are hungry and can describe at least 2 feeding cues.

8.1.2 Criterion for evaluation: Of breastfeeding mothers, at least 80% will report that they
have been advised to feed their infants as often and as long as the infants want.

8.1.3 Criterion for evaluation: Of mothers who are feeding their infants formula, at least 80%
will report that they have been taught appropriate formula feeding techniques,
including feeding on cue, eye-to-eye contact, and holding the infant closely.

8.1.4 Criterion for evaluation: The nursing director/manager on the maternity unit will
confirm that no restrictions are placed on the frequency or length of feeds.

Step 9: Give no pacifiers or artificial nipples to breastfeeding infants.

9.1 Guideline: Health care professionals, including nursery staff, should educate all breastfeeding
mothers about how the use of bottles and artificial nipples may interfere with the development
of optimal breastfeeding. When a mother requests that her breastfeeding infant be given a
bottle, the health care staff should explore the reasons for this request, address the concerns
raised, educate her on the possible consequences to the success of breastfeeding, and discuss
alternative methods for soothing and feeding her infant.

If the mother still requests a bottle, the process of counseling and education and the informed
decision of the mother should be documented.
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9.2

Any fluid supplementation (whether medically indicated or following informed decision of the
mother) should be given by tube, syringe, spoon, or cup in preference to an artificial nipple or
bottle.

9.1.1 Criterion for evaluation: Of breastfeeding mothers, at least 80% will report that:
= to the best of their knowledge, their infants have not been fed using bottles, or
= if they are using bottles, bottle use was requested after receipt of appropriate
education and counseling from staff

9.1.2 Criterion for evaluation: Observations in the postpartum unit and any well-baby
observation areas will indicate that at least 80% of breastfeeding infants are not using
bottles, or, if they are, their mothers have been informed of the risks and this education
is documented in the medical record.

9.1.3 Criterion for evaluation: The nursing director/manager will confirm that breastfed
infants are not routinely given bottles.

Guideline: Health care professionals, including nursery staff, should educate all breastfeeding
mothers about how the use of pacifiers may interfere with the development of optimal
breastfeeding. Breastfeeding infants should not be given pacifiers by the staff of the facility,
with the exception of limited use to decrease pain during procedures when the infant cannot
safely be held or breastfed (pacifiers used should be discarded after these procedures), by
infants who are being tube-fed in NICU, or for other rare, specific medical reasons.

When a mother requests that her breastfeeding infant be given a pacifier, the health care staff
should explore the reasons for this request, address the concerns raised, educate her on the
possible consequences to the success of breastfeeding, and discuss alternative methods for
soothing her infant.

If the breastfeeding mother still requests a pacifier, the process of counseling and education and
informed decision should be documented.

9.2.1 Criterion for evaluation: Of breastfeeding mothers, at least 80% will report that:
»  to the best of their knowledge, their infants have not sucked on pacifiers, or
= that pacifier use was limited to painful procedures, or

= that pacifier use was chosen by the infant’s parents after receipt of appropriate
education and counseling from staff.

9.2.2 Criterion for evaluation: Observations in the postpartum unit and any well-baby
observation areas will indicate that at least 80% of breastfeeding infants are not using
pacifiers, or, if they are, their mothers have been informed of the risks and this
education is documented in the medical record.
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9.2.3 Criterion for evaluation: The nursing director/manager will confirm that breastfeeding
infants are not routinely given pacifiers and that use of pacifiers in term infants is
restricted to cases where there is a medical indication.

Step 10: Foster the establishment of breastfeeding support groups and
refer mothers to them on discharge from the hospital or birth center.

10.1 Guideline: The designated health care professional(s) should ensure that, prior to discharge, a
responsible staff member explores with each mother and a family member or support person
(when available) the plans for infant feeding after discharge. Discharge planning for
breastfeeding mothers and infants should include information on the importance of exclusive
breastfeeding for about 6 months and available and culturally-specific breastfeeding support
services without ties to commercial interests. Examples of the information and support to be
provided include giving the name and phone numbers of community-based support groups,
breastfeeding support services, telephone help lines, lactation clinics, home health services, and
individualized specialized resource persons. An early post-discharge follow-up appointment with
their pediatrician, family practitioner, or other pediatric care provider should also be scheduled.
The facility should establish in-house breastfeeding support services if no adequate source of
support is available for referral (e.g. support group, lactation clinic, home health services, help
line, etc.).

10.1.1 Criterion for evaluation: The nursing director/manager on the maternity unit will report
that mothers are given information on where they can find support if they need help
with feeding their infants after returning home.

10.1.2 Criterion for evaluation: The nursing director/manager on the maternity unit will report
that the facility fosters the establishment of and/or coordinates with mother support
groups and other community services that provide breastfeeding/infant feeding support
to mothers, and the designated staff member can describe at least one way this is done.

10.1.3 Criterion for evaluation: The nursing director/manager on the maternity unit will report
that the staff assures that mothers and infants receive breastfeeding assessment and
support after discharge (preferably 2 to 4 days after discharge and again the second
week) at the facility or in the community by a skilled breastfeeding support person who
can assess feeding and give any support needed.

10.1.4 Criterion for evaluation: The nursing director/manager on the maternity unit will report
that the staff can describe an appropriate referral system and adequate timing for the
visits.

10.1.5 Criterion for evaluation: A review of documents indicates that printed
information is distributed to mothers before discharge on how and where mothers can
find help on feeding their infants after returning home and includes information on the
types of help available.
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10.1.6

Criterion for evaluation: Of breastfeeding mothers, at least 80% will report that they
have been given information about how to get help from the facility and how to contact
support groups, peer counselors, or other community health services if they have
questions about feeding their infants after they return home, and can describe at least
one type of help that is available.

Compliance with the International Code of Marketing of Breast-milk
Substitutes

111

Guideline: The facility will demonstrate its compliance with the International Code by refusing
to accept supplies of breast milk substitutes and feeding supplies at no cost or below fair market
cost (see Appendix C), by protecting new parents from the influence of vendors of such items,
by practicing in accordance with its vendor and ethics policies regarding appropriate interaction
between vendors of such items and facility staff, and by educating staff members about the
International Code and its role in ethical health care practices.

1111

11.1.2

11.1.3

11.1.4

11.1.5

Criterion for evaluation: The nursing director/manager on the maternity unit will report
that no employees of manufacturers or distributors of breast milk substitutes, bottles,
nipples, pacifiers or other infant feeding supplies have any direct or indirect contact with
pregnant women or mothers.

Criterion for evaluation: The nursing director/manager on the maternity unit will report
that the facility and its staff members do not receive free gifts, non-scientific literature,
materials or equipment, money, or support for breastfeeding education or events from
manufacturers or distributors of breast milk substitutes, bottles, nipples, pacifiers or
other infant feeding supplies. All other interactions with these
manufacturers/distributors are in compliance with the facility’s vendor/ethics policy.

Criterion for evaluation: The nursing director/manager on the maternity unit will report
that pregnant women, mothers, and their families are not given marketing materials or

samples or gift packs by the facility that include breast milk substitutes, bottles, nipples,
pacifiers, or other infant feeding supplies, or coupons for any of the above items.

Criterion for evaluation: The nursing director/manager on the maternity unit will report
that any educational materials distributed to breastfeeding mothers are free of
messages that promote or advertise infant food or drinks other than breast milk.

Criterion for evaluation: The nursing director/manager on the maternity unit will report
that no educational materials used refer to proprietary products or bear a product logo,
unless specific to the mother’s or infant’s needs or condition. (For example, information
about how to safely use a needed product such as a formula or breast pump would be
acceptable to give to a mother or infant needing such a product. Marketing information
for such products would not be acceptable.)
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11.1.6 Criterion for evaluation: A review of records and receipts indicates that any breast milk
substitutes, including special formulas, bottles, nipples, pacifiers and other infant
feeding supplies are purchased by the health care facility at a fair market price. (See
Appendix C for definition.)

11.1.7 Criterion for evaluation: Observations in the antenatal and maternity services and other
areas where nutritionists and dietitians work indicate that no materials that promote
breast milk substitutes, bottles, nipples, pacifiers or other infant feeding supplies are
displayed or distributed to mothers, pregnant women, or staff.

11.1.8 Criterion for evaluation: Infant formula cans and prepared bottles are kept out of view
of patients and the general public.

11.1.9 Criterion for evaluation: Of randomly selected staff members, at least 80% can give 2
reasons why it is important not to give free samples or other items from formula
companies to mothers.
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Adapted for use in the United States from the WHO/UNICEF International Guidelines

Discuss the rationale for
professional, government
and international policies
that promote, protect and
support breastfeeding in
the United States.

Session 1: The BFHI — a part of the Global Strategy

* The Global Strategy for Infant and Young Child Feeding and how

the Global Strategy fits with other activities
* The Baby-Friendly Hospital Initiative
* How this course can assist health facilities in making

improvements in evidence-based practice, quality care and
continuity of care

Demonstrate the ability to
communicate effectively
about breastfeeding.

Session 2: Communication skills
» Listening and learning
*  Skills to build confidence and give support

* Arranging follow-up and support suitable to the mother’s
situation

Describe the anatomy and
physiology of lactation
and the process of
breastfeeding.

Session 3: How milk gets from the breast to the baby
» Parts of the breast involved in lactation
*  Breast milk production
* The baby’s role in milk transfer
* Breast care

Identify teaching points
appropriate for prenatal
classes and in interactions
with pregnant women.

Session 4: Promoting breastfeeding during pregnancy
* Discussing breastfeeding with pregnant women
*  Why breastfeeding is important
* Antenatal breast and nipple preparation
*  Women who need extra attention

Discuss hospital birth
policies and procedures
that support exclusive
breastfeeding.

Session 5: Birth practices and breastfeeding
* Labor and birth practices to support early breastfeeding
* The importance of early skin-to-skin contact
* Helping to initiate breastfeeding
*  Ways to support breastfeeding after a cesarean birth
* BFHI practices and women who are not breastfeeding
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Objectives Content

Demonstrate the ability to
identify the hallmarks of
milk transfer and optimal
breastfeeding.

Session 6: Helping with a breastfeed

* Positioning for comfortable breastfeeding

* How to assess a breastfeeding

* Recognize signs of optimal positioning and attachment
* Help a mother to learn to position and attach her baby
*  When to assist with breastfeeding

* The baby who has difficulty attaching to the breast

Discuss hospital
postpartum management
policies and procedures
that support exclusive
breastfeeding.

Session 7: Practices that assist breastfeeding
*  Rooming-in
*  Skin-to-skin contact
* Baby-led feeding
* Dealing with sleepy babies and crying babies
*  Avoiding unnecessary supplements
* Avoiding bottles and teats

Discuss methods that may
increase milk production in
a variety of circumstances.

Session 8: Milk supply
* Concerns about “not enough milk”
* Normal growth patterns of babies
* Improving milk intake and milk production

Identify teaching points to
include when educating or
counseling parents who
are using bottles and/or
formula.

Session 9: Supporting the non-breastfeeding mother and baby
* Counseling the formula choice: a pediatric responsibility
* Teaching/assuring safe formula preparation in the postpartum
« Safe bottle feeding; issues with overfeeding and underfeeding

Discuss contraindications
to breastfeeding in the
United States as well as
commonly encountered
areas of concern for
breastfeeding mothers and
their babies.

Session 10: Infants and mothers with special needs
* Breastfeeding infants who are preterm, low birth weight or ill
* Breastfeeding more than one baby
*  Prevention and management of common clinical concerns
* Medical reasons for food other than breast milk
* Nutritional needs of breastfeeding women
* How breastfeeding helps space pregnancies
= Breastfeeding management when the mother is ill
*+ Medications and breastfeeding
» Contraindications to breastfeeding

Describe management
techniques for breast and
nipple problems.

Session 11: Breast and nipple concerns

»  Examination of the mother’s breasts and
nipples

* Engorgement, blocked ducts, and mastitis «

Sore nipples
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Objectives Content

Identify acceptable
medical reasons for
supplementation of
breastfed babies
according to national and
international authorities.

Session 12: If the baby cannot feed at the breast

Learning to hand express

Use of milk from another mother

Feeding expressed breast milk to the baby

Describe essential
components of support
for mothers to continue
breastfeeding beyond the
early weeks.

Session 13: Ongoing support for mothers

Preparing a mother for discharge

Follow-up and support after discharge

Protecting breastfeeding for employed women

Sustaining continued breastfeeding for 2 years or longer

Describe strategies that
protect breastfeeding as
a public health goal.

Session 14: Protecting breastfeeding

The effect of marketing on infant feeding practices
The International Code of Marketing of Breast-milk Substitutes

How health workers can protect families from marketing

Donations in emergency situations

The role of breastfeeding in emergencies

How to respond to marketing practices

Identify barriers and
solutions to
implementation of the
Ten Steps to Successful
Breastfeeding that
comprise the Baby-
Friendly Hospital
Initiative.

Session 15: Making your hospital or birth center Baby-Friendly®

The Ten Steps to Successful Breastfeeding

What “Baby-Friendly” Practices mean

The process of becoming a Baby-Friendly hospital or birth center

Skills Competencies for Maternity Staff:

Teaching hand expres

£ L e
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Communicating with pregnant and postpartum women about infant feeding
Observing, assessing and assisting with breastfeeding

sion and safe storage of milk

Teaching safe formula preparation and feeding
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Appendix B:

Acceptable Medical Reasons for Use of Breast Milk Substitutes

Almost all mothers can breastfeed successfully, which includes initiating breastfeeding within the first
hour of life, breastfeeding exclusively for the first 6 months, and continuing breastfeeding along with
giving appropriate complimentary foods up to 2 years of age or beyond.

The facility should develop a protocol/procedure that describes the current, evidence-based medical
indications for supplementation. Staff and care providers should be trained to utilize the
protocol/procedure as guidance in the case of supplementation. A facility may utilize the
recommendations of national and international authorities (e.g. Centers for Disease Control and
Prevention (CDC), World Health Organization (WHO), and Academy of Breastfeeding Medicine (ABM)) in
developing this protocol/procedure, however the facility is responsible for ensuring that its medical
indications for supplementation are supported by current evidence.
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Appendix C:

Definitions of Terms and Abbreviations Used in this Document

Affiliated prenatal services — Primary prenatal care delivered through a close formal or informal
association with a birthing facility. For Baby-Friendly purposes, the affiliation is determined through
completion of a questionnaire regarding specific aspects of the relationship, such as business
relationship, personnel relationship, and marketing of services.

Criteria for evaluation — The minimum standards which must be achieved in order to achieve Baby
Friendly designation.

Exclusive breast milk feeding — Refers to the optimal practice of feeding infants no food or drink other
than human milk unless another food is determined to be medically necessary.

Fair market price — The International Code of Marketing of Breast-milk Substitutes, and subsequently,
the BFHI, call for health systems to purchase infant foods and feeding supplies at a fair market value.
Fair market pricing can be determined by calculating the margin of retail price the facility pays on other
items available on the retail market.

Guidelines — The standards of care which facilities strive to achieve for all patients.

Kangaroo Mother Care (KMC) — In this document, the term Kangaroo Mother Care refers to skin-to-skin
care provided by the mother or father of a preterm infant. The infant is worn against the parent’s naked
chest in such a fashion that the infant is held upright. The parent is then wrapped in a blanket or other
clothing to secure the infant against her or his chest. Infants may be held continuously in this fashion for
many hours. Optimally, KMC begins as soon as the infant is judged ready for skin-to-skin contact.

Policy — An enforceable document that guides staff in the delivery of care. At the facility level, this may
include policies, practice guides and protocols.

Skin-to-skin contact (STS) — Skin-to-skin contact or skin-to-skin care refers to contact between the
newborn infant and its mother. (In the case of incapacitation of the mother, another adult, such as the
infant’s father or grandparent, may hold the infant skin-to-skin.) After birth, the infant is completely
dried and placed naked against the mother’s naked ventral surface. The infant may wear a diaper and/or
a hat, but no other clothing should be between the mother’s and infant’s bodies. The infant and mother
are then covered with a warm blanket, keeping the infant’s head uncovered. STS should continue,
uninterrupted, until completion of the first feeding, or at least one hour if the mother is not
breastfeeding. STS should be encouraged beyond the first hours and into the first days after birth and
beyond.

ABM - Academy of Breastfeeding Medicine KMC - Kangaroo Mother Care

BFHI — Baby-Friendly Hospital Initiative NICU — Neonatal Intensive Care Unit
CDC - Centers for Disease Control and STS — Skin-to-skin contact

Prevention UNICEF — United Nations Children’s Fund
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WHO - World Health Organization
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Appendix D:

Guidelines and Evaluation Criteria Clarification Statements

Safety of Baby-Friendly Practices

Safety is an important component of the Baby-Friendly Hospital Initiative (BFHI). This is addressed in the
Guidelines and Evaluation Criteria (GEC), which clearly state, “Each participating facility assumes full
responsibility for assuring that its implementation of the BFHI is consistent with all of its safety
protocols.” It also indicates that all practices associated with the Ten Steps to Successful Breastfeeding
be implemented in a sensitive manner that is responsive to the family’s needs.

Immediate Skin-to-Skin Care

Skin-to-Skin Care has been shown to have numerous benefits for both mothers and infants. The AAP
Neonatal Resuscitation Program (NRP) offers a Flow Diagram for assessing infant stability and care that
is an excellent protocol for initiating skin-to-skin care immediately following birth. The NRP Flow
Diagram for routine care starts with assessing if the infant is:

e Term Gestation
s Good Tone
¢ Breathing or Crying

If the answer is “yes” to all of those questions, the direction is to remain with the mother and provide
routine care which includes maintaining normal temperature, positioning the airway, clearing secretions
if needed, drying, and conducting ongoing evaluation.®

Rooming-in

Rooming-in has been recommended for infant health and safety for decades. It is an evidenced-based
practice that is beneficial to both mothers and infants. The GEC call for rooming-in to be the routine
standard of care. The BFHI does not call for newborn nurseries to be closed.

Facilities are encouraged to review the American Academy of Pediatrics’ “Clinical Report: Safe Sleep and
Skin-to-Skin Care in the Neonatal Period for Healthy Term Newborns” for suggested safe skin-to-skin care
and rooming-in care practices.™

10 American Academy of Pediatrics and American Heart Association, Textbook of Neonatal Resuscitation (NRP), 7th Ed, Edited by Gary M.
Weiner and Jeanette Zaichkin, 2016.

1L Lori Feldman-Winter, Jay P. Goldsmith, AAP Committee on Fetus and Newborn, and AAP Task Force on Sudden Infant Death Syndrome. “Safe
Sleep and Skin-to-Skin Care in the Neonatal Period for Healthy Term Newborns.” Pediatrics 138, no. 3 (2016): e20161889. doi:
10.1542/peds.2016-1889
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Exclusive Breastfeeding, Pacifiers, and Safe Sleep

Baby-Friendly USA (BFUSA) promotes exclusive breastfeeding and the safe implementation of practices
that support exclusive breastfeeding while also reinforcing safe sleep and Sudden Infant Death
Syndrome (SIDS) reduction messages and practices. BFUSA believes strongly that the promotion of
exclusive breastfeeding, safe sleep, and SIDS reduction are complementary initiatives. In fact,
breastfeeding is recommended as a strategy for reducing SIDS and other sleep-related infant deaths.!?
The protective effect of breastfeeding increases with exclusivity.

BFUSA has received some questions from professionals working on safe sleep initiatives regarding the
designation criteria related to pacifier use. The BFUSA Guidelines and Evaluation Criteria (GEC) related to
Step 9 state that breastfed infants should not be given pacifiers by hospital staff and that mothers who
request that their infants be given a pacifier be educated about how pacifier use could affect the success
of breastfeeding. Early and frequent breastfeeding in the newborn period is essential to building up a
mother’s milk supply. Pacifier introduction too early in the breastfeeding relationship may interfere with
this important biological process and mask potential breastfeeding problems. Furthermore, the GEC is
also in alignment with the American Academy of Pediatrics’ (AAP) recommendation for pacifier use
found in the 2012 AAP Policy Statement: Breastfeeding and the Use of Human Milk. The policy
statement recommends that mothers of healthy term infants be instructed to use pacifiers at infant nap
or sleep time after breastfeeding is well established, at approximately 3 to 4 weeks of age.** While it is
acknowledged that the exact timeframe for the establishment of breastfeeding may vary from mother
to mother, it rarely occurs during the first 2 days of life.

BFUSA acknowledges the evidence pertaining to pacifier education related to SIDS prevention. Safe
sleep and SIDS prevention information is important for parents to receive during the birth hospital stay.
This education may be compatibly provided to parents by using safe sleep materials that also promote
breastfeeding. Since the AAP SIDS and Other Sleep-Related Infant Deaths: Updated 2016
Recommendations for a Safe Infant Sleeping Environment continues to call for pacifiers to be delayed
until breastfeeding is firmly established, BFUSA will require hospitals distributing safe sleep materials to
provide additional verbal and written education to mothers that includes the following:
1. Pacifier use in the breastfed infant should be delayed until breastfeeding is well established,
usually around 3-4 weeks of life.
2. How mothers can know that breastfeeding is well established.
3. Breastfeeding is associated with a reduced risk of SIDS, and the protective effect increases with
breastfeeding exclusivity.

12 American Academy of Pediatrics Task Force on Sudden Infant Death Syndrome, SIDS, and Other Sleep-Related Infant Deaths: Updated 2016
Recommendations for a Safe Infant Sleeping Environment. Pediatrics. no. 138 (2016) 138(5). doi: 10.1542/peds.2016-2938.

B Lawrence M. Gartner, Arthur |. Eidelman, Jane Morton, Ruth A. Lawrence, Audrey J. Naylor, Donna O'Hare, and Richard J. Schanler. “Policy
Statement, Section on Breastfeeding: Breastfeeding and the Use of Human Milk.” Pediatrics 115, no. 2 (2005): 496-506. doi:
10.1542/peds.2004-2491.
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Powdered Infant Formula Preparation
Guideline 5.3 and Criterion 5.3.1 and 5.3.3

The BFUSA Guidelines and Evaluation Criteria specify that mothers who feed formula should receive
written instruction and verbal information; not specific to a particular brand; about safe preparation,
handling, storage, and feeding of infant formula. Verbal and written education must address the
following seven topics:

Appropriate hygiene

Cleaning utensils and equipment
Appropriate reconstitution

Accuracy of measurement of ingredients
Safe handling

Proper storage

Appropriate feeding methods

@A B N

In regards to appropriate reconstitution, the following is the BFUSA decision statement for preparation
of powdered infant formula:

According to leading national health authorities, in most cases, it is safe to mix powdered infant formula
following manufacturer’s instructions. However, very young infants (less than 3 months of age), infants
born prematurely, or infants with weakened immune systems may require extra precautionary
measures when preparing powdered infant formula to protect against Cronobacter. The extra
precautionary measures include boiling water for powdered infant formula preparation and not allowing
the water to cool below 158° F/70° C. Good hygiene, mixing the powdered infant formula with water hot
enough to kill germs, and safely storing powdered infant formula can prevent growth of Cronobacter
and other germs, like Salmonella. *

As the Baby-Friendly Hospital Initiative practices are specifically geared towards the very young infant,
BFUSA requires that facilities prepare and teach mothers to reconstitute powdered infant formula using
boiled water, cooled to no less than 158° F/70° C. The water should be cooled for no more than 30
minutes after boiling.* After reconstituting the formula, the temperature of the formula should be
checked before feeding the formula to the infant.

14 Centers for Disease Control and Prevention; National Center for Emerging and Zoonotic Infectious Diseases (NCEZID); Division of Foodborne,
Waterborne, and Environmental Diseases (DFWED). Cronobacter: Prevention and Control.
https://www.cdc.gov/cronobacter/prevention.html (accessed July 28, 2017).

15 |bid.
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2018 WHO Global Standards

BFUSA Discussion Comments/Questions

11.1.1 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that no employees of
manufacturers or distributors of breast milk substitutes, bottles,
nipples, pacifiers or other infant feeding supplies have any direct
or indirect contact with pregnant women or mothers.

11.1.2 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that the facility and its staff
members do not receive free gifts, non-scientific literature,
materials or equipment, money, or support for breastfeeding
education or events from manufacturers or distributors of breast
milk substitutes, bottles, nipples, pacifiers or other infant
feeding supplies. All other interactions with these
manufacturers/distributors are in compliance with the facility’s
vendor/ethics policy.

11.1.3 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that pregnant women, mothers,
and their families are not given marketing materials or samples
or gift packs by the facility that include breast milk substitutes,
bottles, nipples, pacifiers, or other infant feeding supplies, or
coupons for any of the above items.

1. All infant formula, feeding bottles and teats used in the facility
have been purchased through normal procurement channels and
not received through free or subsidized supplies.

2. The facility has no display of products covered under the Code
or items with logos of companies that produce breast-milk
substitutes, feeding bottles and teats, or names of products
covered under the Code.

3. The facility has a policy that describes how it abides by the
Code, including procurement of breast- milk substitutes, not
accepting support or gifts from producers or distributors of
products covered by the Code and not giving samples of breast-
milk substitutes, feeding bottles or teats to mothers.

4. At least 80% of health professionals who provide antenatal,
delivery and/or newborn care can explain at least two elements
of the Code.

(b)(3)




11.1.4 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that any educational materials
distributed to breastfeeding mothers are free of messages that
promote or advertise infant food or drinks other than breast
milk.

11.1.5 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that no educational materials used
refer to proprietary products or bear a product logo, unless
specific to the mother’s or infant’s needs or condition. (For
example, information about how to safely use a needed product
such as a formula or breast pump would be acceptable to give to
a mother or infant needing such a product. Marketing
information for such products would not be acceptable.)

11.1.6 Criterion for evaluation: A review of records and receipts
indicates that any breast milk substitutes, including special
formulas, bottles, nipples, pacifiers and other infant feeding
supplies are purchased by the health care facility at a fair market
price. (See Appendix C for definition.)

11.1.7 Criterion for evaluation: Observations in the antenatal
and maternity services and other areas where nutritionists and
dietitians work indicate that no materials that promote breast
milk substitutes, bottles, nipples, pacifiers or other infant
feeding supplies are displayed or distributed to mothers,
pregnant women, or staff.

11.1.8 Criterion for evaluation: Infant formula cans and prepared
bottles are kept out of view of patients and the general public.

11.1.9 Criterion for evaluation: Of randomly selected staff
members, at least 80% can give 2 reasons why it is important not
to give free samples or other items from formula companies to
mothers.
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BFUSA Discussion Comments/Questions

1.1.1 Criterion for evaluation: The facility will have written
maternity care and infant feeding policies that address all Ten
Steps, protect breastfeeding, and adhere to the International
Code. All areas of the facility that potentially interact with
childbearing women and infants will have language in their
policies about the promotion, protection, and support of
breastfeeding. Policies of all departments will not countermand
the facility’s breastfeeding policy. Review of all clinical protocols,
standards, and educational materials related to breastfeeding
and infant feeding used by the maternity services indicates that
they are in line with the BFHI standards and current evidence-
based guidelines.

1.1.2 Criterion for evaluation: The nursing director/manager will
be able to identify the health care professional(s) whao has
ultimate responsibility for assuring implementation of the
breastfeeding policy.

1. The health facility has a written infant feeding
policy that addresses the implementation of all
eight key clinical practices of the Ten Steps, Code

implementation, and regular competency assessment.

2. Observations in the facility confirm that a summary
of the policy is visible to pregnant women, mothers
and their families,

3. A review of all clinical protocols or standards
related to breastfeeding and infant feeding used by
the maternity services indicates that they are in fine
with BFHI standards and current evidence-based
guidelines.

4. At least 80% of clinical staff who provide antenatal,
delivery and/or newborn care can explain at least two
elements of the infant feeding policy that influence
their role in the facility,

(b))

1.2.1 Criterion for evaluation: The nursing director/manager of
the maternity unit and/or the designated health care
professional within the facility will be able to locate the
maternity care and infant feeding policies and describe how the
other staff, including new employees, are made aware of the
content,

1.2.2 Criterion for evaluation: Of randomly selected maternity
staff members, at least 80% will confirm that they are aware of
the facility’s maternity care and infant feeding policies, know
where the policies are kept or posted, and have received
orientation regarding the policies.

1.2.3 Criterion for evaluation: The nursing director/manager of
the maternity unit and/or the designated health care
professional within the facility will be able to produce evidence
of routine guality improvement procedures that have monitored
the maternity care and infant feeding policies.

1.3.1 Criterion for evaluation: The Ten Steps and the statement
indicating the facility’s adherence to the WHO International
Code restricting the promotion of breast milk substitutes,
bottles, nipples, and other infant feeding supplies will be
prominently displayed in all areas of the health care facility
which serve mothers, infants, and/or young children, including
labor and delivery, the postpartum unit, all infant and child care
areas, affiliated prenatal services, ultrasound, screening,
antenatal testing, and the emergency room. This information will
be displayed in the language(s) most commonly understood by
patients.
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N/A 1. The facility has a protocol for an ongoing monitaring and data-
management system to comply with the eight key clinical

practices.

2. Clinical staff at the facility meet at least every 6 months to
review implementation of the system.

Appendix 1 lists clinical records as the primary source for these
sentinal indicators.

1. The percentage of term infants who were put to the breast
within 1 hour after birth. (Step 4)

2. The percentage of infants {preterm and term) who received
|only breast milk (either from their own mother or from a human
milk bank) throughout their stay at the facility (Step &)

Appendix 1 lists clinical records as the secondary source for
these indicators.

3. The percentage of mothers of preterm and term infants who
received prenatal care at the facility whao received prenatal
counselling on breastfeeding (Step 3)

4. The percentage of mothers of term infan{s-wi'mse_ babies were
placed in skin-to-skin contact with them immediately or within 5
minutes after birth and that this contact that lasted 1 hour or
more (Step 4] '

_S,ZT'he'percentage of mothers of breastfed pret_ei"m and term
infants who can correctly demonstrate or describe how to
express breast milk (Step 5)

6. The percentage of mothers of term infants whose babies
stayed with them since birth, without separation lasting for mor
than 1 hour (Step 7}
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BFUSA Discussion Comments/Questions

2.1.1 Criterion for evaluation: The head of maternity services will
report that all health care staff members who have any contact
with pregnant women, mothers, and/or infants have received
sufficient orientation on the infant feeding policies.

2.1.2 Criterion for evaluation: The head of maternity services will
be able to identify the health care professional(s) responsible for
all aspects of planning, implementing, and evaluating staff
training in breastfeeding and parent teaching for formula
preparation and feeding.

2.1.3 Criterion for evaluation: The designated health care
professional(s) will provide documentation that training for
breastfeeding and parent teaching for formula preparation and
feeding is provided for all health care staff caring for mothers,
infants and/or young children and that new staff are oriented on
arrival and scheduled for training within & months (for example,
by providing a list of new staff who are scheduled for training).

2.1.4 Criterion for evaluation: If training acquired prior to
employment with this facility is accepted as a means of meeting
the minimum co ies, the d d health care
professional will be able to describe the process used to verify
the previously acquired competencies.

1. At least 80% of health professionals who provide
antenatal, delivery and/or newborn care report they
have received pre-service or in-service training on
breastfeeding during the previous 2 years,

2. At least 80% of health professionals who provide
antenatal, delivery and/or newborn care report
receiving competency assessments in breastfeeding in
the previous 2 years.

3. At least 80% of health professionals who provide
antenatal, delivery and/or newborn care are able
to correctly answer three out of four questions

on breastfeeding knowledge and skills to support
breastfeeding.

(b))

2.1.5 Criterion for evaluation: The designated health care
professional(s) will provide documentation of training offered to
staff outside the maternity unit.,

2.1.6 Criterion for evaluation: A copy of the curricula or course
outlines for competency-based training in breastfeeding,
lactation management, and parent teaching for formula
preparation and feeding will be available for review and a
schedule for training all newly hired staff will exist, Maternity
staff training will cover Steps 3 through 10 and include the topics
and subtopics of all 15 sessions identified by the UNICEF/WHO
20 hour curriculum. (See Appendix A.) The training will include a
rminimum of five hours of supervised clinical experience,

2.1.7 Criterion for evaluation: Of randomly selected maternity
staff members, including the nursery staff and health care
providers with privileges, at least 80% will confirm that they have
completed the described training and competency verification,
or, if they have been on the unit less than 6 months, have at
minimum been oriented.

2.1.8 Criterion for evaluation: Of health care providers with
privileges, at least 80% will be able to correctly answer 4 out of 5
questions demonstrating they have a true understanding of the
benefit of exclusive breastfeeding, physiology of lactation, how
their specific field of practice impacts lactation, and how to find
out about safe medications for use during lactation.

2.1.9 Criterion for evaluation: Of randomly selected maternity
staff members, at least 80% will be able to answer 4 out of 5
questions on breastfeeding management correctly.

2.1.10 Criterion for evaluation: Of randomly selected maternity
staff members and health care providers, at least 80% will be
able to identify 2 topics to discuss with women who are
considering feeding their infants something other than human
milk.




2016 BFUSA GEC Criteria

2018 WHO Global Standards

BFUSA Discussion Comments/Questions

3.1.1 Criterion for evaluation: If the facility has an affiliated
prenatal clinic or services, the nursing director/manager will
report that individual counseling or group education on
breastfeeding is given to at laast 80% of the pregnant women
using those services,

1. A protocol for antenatal discussion of breastfeeding includes
at a minimum:

o the importance of breastfeeding;

o global recommendations on exclusive breastfeeding for the
first 6 months,

the risks of giving formula or other breast-milk substitutes, and
the fact that breastfeeding continues to be important after 6
months when other foods are given;

o the importance of immediate and sustained skin- to-skin
contact;

o the importance of early initiation of breastfeeding;

o the importance of reoming-in;

o the basics of good positioning and attachment;

o recognition of feeding cues.

3.2.1 Criterion for evaluation: A written description of the
content of the prenatal education will be available and will
cover, at minimum, the importance of breastfeeding, the
importance of exclusive breastfeeding for about & months, and
basic breastfeeding management.

3.2.2 Criterion for evaluation: Of the randomly selected pregnant
wormen in the third trimester who are using the facility prenatal
services, at least 80% will confirm that a staff member has talked
with them or offered a group talk that includes information on
breastfeeding.

2. At least 80% of mothers who received prenatal care at the
facility report having received prenatal counselling on
breastfeeding.

3. At least 80% of mothers who received prenatal care at the
facility are able to adequately describe what was discussed
about two of the topics mentioned above.

3.2.3 Criterion for evaluation: Of the randomly selected pregnant
women in the third trimester who are using the facility prenatal
services, at least 80% are able to adequately describe what was
discussed concerning 2 of the following topics: importance of
skin-to-skin contact, rooming-in, or risks of supplements while
breastfeeding in the first 6 months.

3.3.1 Criterion for evaluation: The nursing director/manager will
report that the facility fosters relationships with community-
based programs that make available individual counseling or
group education on breastfeeding and coordinates messages
about breastfeeding with these programs.

3.3.2 Criterion for evaluation: The nursing director/manager will
report that the facility has fostered the development of or
coordinated services with one or more of the following
programs: in-house breastfeeding education, childbirth
education, hospital pre-registration visits, hospital tours, in-
patient services, etc.

(b)(5)

3.4.1 Criterion for evaluation: A written description of in-house
and/or community-based programs and projects the facility has
fostered will be available and will cover, at minimum, the
importance of breastfeeding, the importance of exclusive
breastfeeding for about 6 months, and basic breastfeeding
management {e.g. skin-to-skin contact, rooming-in, and risks of
supplements while breastfeeding in the first 6 months),
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4.1.1 Criterion for evaluation: Of randomly selected mothers in
the postpartum unit who have had normal vaginal births, at least
80% will confirm that their infants were placed in skin-to-skin
contact with them immediately after birth and that skin-to-skin
contact continued uninterrupted until the completion of the first
feeding (or for at least one hour if not breastfeeding), unless
there were documented medically justifiable reasons for delayed
contact.

4.1.2 Criterion for evaluation: Of randomly selected mothers in
the postpartum unit whe have had normal vaginal births, at least
80% will confirm that they were encouraged to look for signs
that their infants were ready to feed during this first period of
contact and offered help if needed. (The infant should not be
forced to feed, but rather, supported to do so when ready.)

1. At least 80% of mothers of term infants report that their
bahies were placed in skin-to-skin contact with them
immediately or within 5 minutes after birth and that this contact
lasted 1 hour or more, unless there were documented medically
justifiable reasons for delayed contact.

2. At least 80% of mothers of term infants report that their
babies were put to the breast within 1 hour after birth, unless
there were documented medically justifiable reasons.

(b)(5)

4.1.3 Criterion for evaluation: Observations of vaginal births, if
necessary to confirm adherence to Step 4, show that (regardless
of the mother's feeding intentions) at least 80% of infants are
placed skin-to-skin with their mothers within 5 minutes after
birth and are held continuously skin-to-skin until completion of
the first feeding, or for at least one hour if not breastfeeding,
unless there were documented medically justifiable reasons for
delayed contact.

4.1.4 Criterion for evaluation: Observations of vaginal births, if
necessary to confirm adherence to Step 4, show that (regardiess
of the mother's feeding intentions) at least 80% of mothers are
shown how to recognize the signs that their infants are ready to
feed and offered help, or there are documented justifiable
reasons for not following these procedures.

4.2.1 Criterion for evaluation: Of randomly selected mothers in
the postpartum unit who have had cesarean births of a healthy
infant, at least 80% will confirm that their infants were placed in
skin-to-skin contact with them as soon as the mother was
responsive and alert and that skin-to-skin contact continued
uninterrupted until completion of the first feeding (or at least
one hour if not breastfeeding), unless there were documented
medically justifiable reasons for delayed contact.

4.2.2 Criterion for evaluation: Of randomly selected mothers in
the postpartum unit who have had cesarean births of a healthy
infant, at least 80% will confirm that they were encouraged to
look for signs that their infants were ready to feed during this
first period of contact and offered help if needed. {The infant
should not be forced to feed, but rather, supported to do so
when ready.)

4.2.3 Criterion for evaluation: Observations of cesarean births
and recovery, if necessary ta confirm adherence to Step 4, show
that (regardless of the mother's feeding intentions), at least 80%
of infants are placed with their mothers and held continuously
skin-to-skin as soon as the mother was responsive and alert and
until completion of the first feeding.

4.2.4 Criterion for evaluation: Observations of cesarean hirths
and recovery, if necessary to confirm adherence to Step 4, show
that (regardless of the mother's feeding intentions), at least 80%
of mothers are shown how to recognize the signs that their
infants are ready to feed and offered help, or there are
documented justified reasons for not following these
procedures,

4.3.1 Criterion for evaluation: Of randomly selected mathers
who gave birth either vaginally or via cesarean, at least 80% will
confirm that in the event of mediczlly-indicated separation, skin-
to-skin contact was initiated when they were reunited with their
infants.
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5.1.1 Criterion for evaluation: Of randomly selected postpartum
mothers, at least 80% will report that nursing staff offered
further assistance with breastfeeding the next time they fed
their infants or within 6 hours of birth, or of when they were
able to respond.

5.1.2 Criterion for evaluation: Of randomly selected postpartum
mathers, at least 80% of those who are breastfeeding will be
able to demonstrate correct positioning and attachment with
their own infants and will report that breastfeeding is
comfortable for them.

5.1.3 Criterion for evaluation: Of randomly selected postpartum
mathers, at least 80% of those who are breastfeeding will report
that they were shown how to express their milk by hand.

5.1.4 Criterion for evaluation: Of randomly selected health care
staff caring for postpartum mothers, at least 80% will report that
they teach mothers how to position and attach their infants for
breastfeeding and are able to describe or demnonstrate correct
technigues for both,

1. At least 80% of breastfeeding mothers of term infants report
that someone on the staff offered assistance with breastfeeding
within & hours after birth.

2. At least 80% of mothers of preterm or sick infants report
having been helped to express milk within 1=2 hours after birth,

3. At least 80% of breastfeeding mothers of term infants are able
to demonstrate how to position their baby for breastfeeding and
that the baby can suckle and transfer milk.

4. At least 80% of breastfeeding mothers of term infants can
describe at least two ways to facilitate milk production for their
infants.

5. At least 80% of breastfeeding mothers of term infants can
describe at least two indicators of whether a breastfed baby
consumes adequate milk.

6. At least 80% of mothers of breastfed preterm and term infants
can correctly demonstrate or describe how to express breast
milk.

(b))

5.1.5 Criterion for evaluation: Of randomly selected health care
staff caring for postpartum mothers, at least 80% will report that
they teach mothers how to hand express breast milk and can
describe or demonstrate an adequate technigue for this.

5.2.1 Criterion for evaluation: Of randomly selected mothers
with infants in special care, at least 80% of those who are
breastfeeding or intending to do so will report that they have
been offered help to begin expressing and collecting milk as scon
as possible, but no later than 6 hours after their infants’ births,
unless there is a medically justifiable reason to delay initiation of
expression.

5.2.2 Criterion for evaluation: Of randomly selected mathers
with infants in special care, at least 80% of those who are
breastfeeding or intending to do so report that they have been
shown how to express their milk by hand or other method.

5.2.3 Criterion for evaluation: Of randomly selected mothers
with infants in special care, at least 80% of those who are
breastfeeding or intending to do so can adeguately describe and
demonstrate how they were shown to express their milk.

5.2.4 Criterion for evaluation: Of randomly selected mothers
with infants in special care, at least 80% of those who are
breastfeeding or intending to do so will report that they have
been told they need to breastfeed or express their milk 8 times
or more every 24 hours to establish and maintain their milk
supply.

5.3.1 Criterion for evaluation: Of maternity staff members, at
least 80% can describe how mothers who are feeding farmula
can be assisted to safely prepare and feed formula to their
infants.

5.3.2 Criterion for evaluation: Of mothers who are feeding
formula, at least 80% will report that someone discussed their
feeding choice with them.

5.3.3 Criterion for evaluation: Of mothers who are feeding
formula, at least 80% will report that they have been provided
education about preparing and giving their infants feeds and can
describe the advice they were given,
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6.1.1 Criterion for evaluation: Of randomly selected mothers
who are breastfeeding, at least 80% will report that:

*to the best of their knowledge, their infants have received no
food or drink other than breast milk while in the facility, or

= that formula has been given for a medically acceptable reason,
or

= that formula has been given in response to a parental request.

6.1.2 Criterion for evaluation: Of breastfeeding mothers whose
infants have been given food or drink other than breast milk, at
least 80% of those who have no acceptable medical reason will
report that the health care staff explored the reasons for and the
possible negative conseguences of the mother's decisions,

1. At least 80% of infants (preterm and term) received only
breast milk (either from their own mother or from a human milk
bank) throughout their stay at the facility.

2. At least 80% of mothers who have decided not to breastfeed
report that the staff discussed with them the various feeding
options and helped them to decide what was suitable in their
situations.

3. At least 80% of mothers who have decided not to breastfeed
report that the staff discussed with them the safe preparation,
feeding and storage of breast- milk substitutes.

4. At least 80% of term breastfed babies who received
supplemental feeds have a documented medical indication for
supplementation in their medical record.

6.1.3 Criterion for evaluation: Of infants who have been given
food or drink other than breast milk, at least 80% will have the
reasons for supplementation and evidence of parental
counseling {in the event of parental choice) clearly documented
in the medical record.

6.1.4 Criterion for evaluation: Of randomiy selected mothers
who have decided to feed formula, at least 80% will report that
the staff discussed with them the various feeding options and
helped them to decide what was suitable in their situations.

5. At least 80% of preterm babies and other vulnerable
newborns that cannet be fed their mother’'s own milk are fed
with donor human milk.

6. At least B0% of mothers with babies in special care report that
they have been offered help to start lactogenesis || {beginning
plentiful milk secretion) and to keep up the supply, within 1-2
hours after their babies’ births,

(b)(3)

6.1.5 Criterion for evaluation: Of mothers with infants in special
care who have decided to feed formula, at least 80% will report
that staff have talked with them about the risks and benefits of
the various feeding options, including feeding expressed breast
milk.

6.1.6 Criterion for evaluation: Observations in the postpartum
unitfrooms and any well-baby observation areas show that at
least 80% of breastfed infants are being fed only breast milk, or
documentation indicates that there are acceptable medical
reasons or fully informed choices for formula feeding.
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7.1.1 Criterion for evaluation: Of randomly selected mothers
with vaginal births, at least 80% will report that their infants
were not separated from them before starting rooming-in,
unless there are documented medical reasons for separation,

7.1.2 Criterion for evaluation: Of randomly selected mothers
with healthy term infants, at least 80% will report that since they
came to their room after birth {or since they were able to
respond to their infants in the case of cesarean birth), their
infants have stayed with them in the same room day and night
except for up to one hour per 24-hour period for facility
procedures, unless there are documented justifiable reasons for
a longer separation.

7.1.3 Criterion for evaluation: Observations in the postpartum
unit and any well-baby observation areas and discussions with
mothers and staff confirm that at least 80% of the mothers and
infants are rooming-in or have documented justifiable reasons
for separation,

1. At least 80% of mothers of term infants report that their
babies stayed with them since birth, without separation lasting
for mare than 1 hour.

2. Observations in the postpartum wards and well- baby
observation areas confirm that at least 80% of mothers and
babhies are together or, if not, have medically justifiable reasons
for being separated.

3. At least 80% of mothers of preterm infants confirm that they
were encouraged to stay close to their infants, day and night.

(b)(®)
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8.1.1 Criterion for evaluation: Of randomly selected mothers of
normal infants (including those of cesarean birth), at least 80%
will report that they have been told how to recognize when their
infants are hungry and can describe at least 2 feeding cues.

8.1.2 Criterion for evaluation: Of breastfeeding mothers, at least
80% will report that they have been advised to feed their infants
as often and as long as the infants want.

8.1.3 Criterion for evaluation: Of mothers who are feeding their
infants formula, at least 80% will report that they have been
taught appropriate formula feeding technigques, including
feeding on cue, eye-to-eye contact, and holding the infant
closely.

8.1.4 Criterion for evaluation: The nursing director/manager on
the maternity unit will confirm that no restrictions are placed on
the frequency or length of feeds.

1. At least 80% of breastfeeding mothers of term infants can
describe at least two feeding cues.

2. At least 80% of breastfeeding mothers of term infants report
that they have been advised to feed their babies as often and for
as long as the infant wants.

(b)(3)
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9.1.1 Criterion for evaluation: Of breastfeeding mothers, at least
80% will report that, to the best of their knowledge, their infants
have not be fed using bottles.

9.1.2 Criterion for evaluation: Observations in the postpartum
unit and any well-baby observation areas will indicate that at
least 80% of breastfeeding infants are not using bottles.

9.1.3 Criterion for evaluation: The nursing director/manager will
confirm that breastfed infants are not routinely given bottles.

1. At least 80% of breastfeeding mothers of preterm and term
infants report that they have been taught about the risks of
using feeding bottles, teats and pacifiers.

(b)(5)

9.2.1 Criterion for evaluation: Of breastfeeding mothers, at least
80% will report that:

*to the best of their knowledge, their infants have not sucked on
pacifiers, or

= that pacifier use was limited to painful procedures, or

« that pacifier use was chosen by the infant’s parents after
receipt of appropriate education and counseling from staff.

9.2.2 Criterion for evaluation: Observations in the postpartum
unit and any well-baby observation areas will indicate that at
least 80% of breastfeading infants are not using pacifiers, or, if
they are, their mothers have been informed of the risks and this
interchange is documented in the medical record.

9.2.3 Criterion for evaluation: The nursing director/manager will
confirm that breastfeeding infants are not routinely given
pacifiers and that use of pacifiers in term infants is restricted to
cases where there is a medical indication.
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10.1.1 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that maothers are given information
on where they can find support if they need help with feeding
their infants after returning home.

10.1.2 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that the facility fosters the
establishment of and/or coordinates with mother support
Eroups and other community services that provide
breastfeeding/infant feeding support to mothers, and the
designated staff member can describe at least one way this is
done.

10.1.3 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that the staff assures that mothers
and infants receive breastfeeding assessment and support after
discharge (preferably 2 to 4 days after discharge and again the
second week) at the facility or in the community by a skilled
breastfeeding support person who can assess feeding and give
any support needed.

BFUSA Discussion Comments/Questions

1. At least 80% of mothers of preterm and term infants report
that a staff member has informed them where they can access
breastfeeding support in their community.

2. The facility can demonstrate that it coordinates with
community services that provide breastfeeding/ infant feeding
support, including clinical management and mother-to-mother
support.

(b)(5)

10.1.4 Criterion for evaluation: The nursing director/manager on
the maternity unit will report that the staff can describe an
appropriate referral system and adequate timing for the visits,

10.1.5 Criterion fer evaluation: A review of documents indicates
that printed information is distributed to mothers before
discharge on how and where mothers can find help on feeding
their infants after returning home and includes information on
the types of help available.

10.1.6 Criterion for evaluation: Of breastfeeding mothers, at
least 80% will report that they have been given information
about how to get help from the facility and how to contact
support groups, peer counselors, or ather community health
services if they have questions about feeding their infants after
they return home, and can describe at least one type of help that
is available.
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In the first article in JCE’s series presenting guidance for
the application of grades of recommendation, assessment,
development and evaluation (GRADE) methodology [1],
we identified a number of limitations associated with the
GRADE approach. One of these limitations related to a cate-
gory of recommendations that guideline panels may feel are
important but that are not appropriate for rating the certainty
of the evidence (synonyms: confidence in estimates, quality
of the evidence). Because, for such recommendations, a
formal rating of certainty is inappropriate, they fall outside
the domain of the standard GRADE process.

That article did not place the description of this category
of recommendations in a prominent place. Perhaps as a
consequence, our informal experiences with guideline
panels, and two formal assessment, suggest that most
guideline panels applying GRADE are unaware of good
practice statements. The purpose of the present editorial
to clarify the issue and to provide a more prominent expo-
sition that will increase awareness and appropriate use.

In the original article, we described what we called “an ill
defined set of recommendations™ labeled as “motherhood
statements” or “‘good practice recommendations’”—here,
we will refer to them as “*good practice statements.”” Perhaps
the best way to understand the sort of statement to which we
are referring is to consider a number of examples: please look
now at the Box | that presents recommendations that would
optimally be characterized as good practice statements.

In our initial discussion of such recommendations, we
struggled how guideline panels could best recognize these
situations when it may be inadvisable to apply formal

Disclaimer: This article represents the views of the authors and does
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GRADE methodology. We suggested that it was obvious
that such recommendations would do substantially more
good than harm (or vice versa) and that therefore no one
would consider doing a study to definitively establish the
answer to the implicit question.

We made an additional suggestion that we now believe
is the best way to recognize recommendations that should
not be graded but characterized as good practice statement.
Before presenting that suggestion, we will consider how
guideline panels have typically dealt with good practice
statements. Panels using GRADE to address these issues
offer strong recommendations with the evidence classified
as warranting low or very low certainty (low confidence
or low quality evidence). Such recommendations are not
uncommon: indeed, in a systematic examination of Endo-
crine Society recommendations, of 121 strong recommen-
dations based on low or very low certainty evidence
(discordant recommendations), investigators classified 43
(36%) as good practice statements [2]. Furthermore, in a
similar examination of World Health Organization recom-
mendations, of 160 discordant recommendations, 29
(189%) were classified as good practice statements [1,3].

Is it true that the evidence supporting all these state-
ments warrants low or very low certainty? Clearly, it is
not. If one asked panellists recommending these clinical be-
haviors if they are confident that the behaviors will result in
more desirable than undesirable consequences, they would
invariably answer in the affirmative.

Their response (ie, implicitly expressing moderate or
high certainty in estimates of effect), in the face of formally
classifying evidence as low or very low quality, is clearly
contradictory and highlights a common misunderstanding
of GRADE methodology. In the absence of randomized
trials—indeed, in the absence of any formal studies ad-
dressing the question of interest—guideline panels believe
that they should classify evidence as low or very low qual-
ity. In doing so, they have not grasped GRADE’s definition
of quality of evidence as confidence in estimates of effect.
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Box 1 Examples of good practice statement
previously mistakenly presented as
GRADEd recommendations

For patients with congenital adrenal hyperplasia,
we recommend monitoring patients for signs of
glucocorticoid excess [5].

Triage (ie, take different courses of action for low
vs. higher pretest probability) people with tubercu-
losis symptoms [6].

Health services should be made available, acces-
sible, and acceptable to sex workers based on the
principles of avoidance of stigma, nondiscrimination,
and the right to health [7].

In patients presenting with heart failure, initial
assessment should be made of the patient’s ability to
perform routine/desired activities of daily living [8].

Guideline panellists considering good practice state-
ments have failed to make the connection that their high
level of certainty in net benefits would mandate a corre-
sponding rating of high quality, and they are therefore
mistaken in classifying the evidence as low or very low
quality. Good practice statements typically represent situa-
tions in which a large body of indirect evidence, made up of
linked evidence including several indirect comparisons,
strongly supports the net benefit of the recommended
action.

Although indirectness often results in diminished cer-
tainty in effects, this is not always the case. An amusing
example repeatedly used is the difference in outcome when
one does or does not use a parachute when jumping from an
aircraft. Panels should consider making good practice state-
ments when, without a formal literature search, they are
confident that indirect evidence is at or near this level of
certainty in the net benefit of the intervention. Furthermore,
panels might reasonably consider making good practice
statements when it would be an onerous and unproductive
exercise to collect the indirect linked evidence supporting
the recommendations.

Why are we confident that it is wise to monitor patients
with congenital adrenal hyperplasia for glucocorticoid
excess? The reason is that relevant symptoms and signs
appear not infrequently, that patients will suffer if clinicians
fail to recognize these signs, and that clinical action can
ameliorate the problem.

It would be possible to accumulate and summarize the
relevant evidence. There have been no randomized trials
or observational studies that have directly compared
monitoring to no monitoring of glucocorticoid excess in
patients with congenital adrenal hyperplasia—thus, we
have no direct evidence. The panel could, nevertheless,
build a case for the benefits through indirect evidence.
They could collect all the reports of the adverse

consequences of glucocorticoid excess. They could then
collect the evidence that supports the usefulness of the
relevant symptoms, signs, and laboratory tests in the
diagnosis of glucocorticoid excess. Then, they could
collect and summarize the evidence of the benefits of
the candidate management strategies. Finally, they could
describe how they link these three bodies of evidence to
make the case for their high level of certainty regarding
the net benefits of monitoring for glucocorticoid excess.
The case for the good practice statement is the poor use
of time in collecting and summarizing the relevant
evidence.

To turn to another of our examples, why are we confi-
dent that it is wise to triage every patient with symptoms
that might even remotely suggest possible tuberculosis?
By triage, the guideline developers mean isolation and
investigation of patients with suspected tuberculosis for
only those patients with a sufficiently high pretest prob-
ability. The reason we are confident in the advisability
of triage is that failure to do so—that is, fully investi-
gating every individual with symptoms even remotely
suggestive of tuberculosis rather than restricting investi-
gation to those with a higher pretest probability—will
lead to over investigation and wasteful use of scarce
health resources.

Why the confidence in providing appropriate health ser-
vices to sex workers? First, confidence is based on an un-
derlying value we place in equitable access to health
care. Second, because a large number of health care inter-
ventions do more good than harm sex workers will there-
fore have better health if they have access to services.

In each case, although there is a great deal of evidence
supporting the recommended behaviors, teasing out the na-
ture of this evidence would be challenging and a waste of
time and energy. Given that time and energy is typically
at a high premium in the guideline development exercise,
their expenditure in turning good practice statements into
GRADEd recommendations (strong recommendations
based on high or moderate not low or very low certainty)
is likely to be inadvisable.

1. Reservations regarding good practice statements

A word of caution is required: good practice statements
may be subject to abuse. They potentially allow guideline
panels to issue strong recommendations that may be unwar-
ranted (which guideline panels seem prone to do [2.3]) and
to do so without the intellectual work that formally
applying the GRADE process demands. Furthermore, judg-
ments about what are incontestable net benefits are inevi-
tably subjective. Thus, good practice statements represent
a temptation, and panels should therefore use them
sparingly.

We would suggest that guideline panels explicitly
address the following issues before they make good
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Table 1. Questions guideline panels considering good practice
statement should ask themselves

i} Is the statement clear and actionable?
i) Is the message really necessary?
iil) s the net benefit large and unequivocal?
iv) Is the evidence difficult to collect and summarize?
v) If a public health guideline, are there specific issues that should
be considered (eg, equity)
vi) Have you made the rationale explicit?
vii) Is this better to be formally GRADEd?

practice statements (Table 1). First, as with all recommen-
dations, good practice statements should be clear,
specific—including specification of the population of
interest—and actionable. For instance, in the statement in
the Box | regarding congenital adrenal hyperplasia, the
associated text should specify the frequency and nature of
the monitoring, and the action to be taken should the clini-
cian identify signs of glucocorticoid excess.

Note that, if what is meant by monitoring is multiple
additional visits to the physician specifically to check for
glucocorticoid excess, whether such monitoring is benefi-
cial and not simply a waste of resources would be called
into question. As a result, this would no longer be a good
practice statement. This highlights the necessity for very
clearly specifying the intervention and alternative in best
practice statements—which, when clearly specified, may
in fact warrant formal GRADE appraisal.

Second, the message should be necessary: that is,
without the guidance, clinicians might fail to take the
appropriate action. Is it really plausible that clinicians
who are the target audience for the guideline and who look
after patients with congenital adrenal hyperplasia will fail
to monitor for signs of glucocorticoid excess? If the answer
is that it is not plausible, there is no need for the good prac-
tice statement.

Third, the proposed course of action should be feasible
in the context considered, and it should be associated with
minimal harm and cost: in other words, from the patient’s
point of view, the net benefit should be large and unequiv-
ocal. Furthermore, the intervention should not be associated
with excessive opportunity cost—that is, panellists should
consider what other, possibly more useful, interventions
might be jeopardized by instituting the proposed course
of action.

The fourth criterion, that evidence should indeed be
difficult to collect and summarize, is an issue of opportu-
nity cost: is the guideline panel’s limited time and energy
better spent on other efforts to maximize the guideline’s
methodological quality and overall trustworthiness? With
regard to this criterion, consider the following recommen-
dation: women with severe hypertension during pregnancy
should receive treatment with antihypertensive drugs. A
guideline panel issued this as a strong recommendation
based on very low-quality evidence [4]. If the panel really
did believe the quality of evidence was very low (ie, they

were very uncertain there was net benefit), they should
not have made a strong recommendation.

Is it possible, however, that the panel actually was sure
there were benefits (ie, they really believed the evidence
warranted high certainty) and was misapplying GRADE
in the certainty judgment? If so, should this recommenda-
tion be transformed into a good practice statement?

The answer is that it should not. Presumably, the panel’s
logic starts with the fact that we have evidence warranting
high certainty that, in nonpregnant individuals, treating se-
vere hypertension over long periods of time results in
important benefits in morbidity and mortality. This evi-
dence is easy to find and summarize. The panel is then pre-
sumably deducing that treatment of pregnant individuals
over shorter periods of time may also reduce long-term
morbidity and possible mortality. The certainty that is war-
ranted by this deduction might be a matter of debate but
should be made explicit. If only low or very low certainty
is warranted, a weak recommendation is appropriate. In
any case, the recommendation requires a formal application
of the GRADE approach.

Fifth, although the principles enunciated here apply to
all guidelines, additional considerations may be required
for public health guidelines intended for global audiences.
Such considerations may include the cultural and ethical
standards of particular populations.

Finally, given the subjective nature of the judgment that
appreciable net benefit from the recommended behavior is
incontestable, the rationale for that judgment should be
explicit. Earlier in this article, we have provided such ratio-
nales for three of the best practice statements in the Box 1.
The fourth might be “the relation between physiological
measures and patients’ function in heart failure is weak. Pa-
tients value their function highly, and management should
be tailored to optimizing function. Without an inquiry into
function, such tailored management will not be possible.”
The explicit statement of the rationale for the belief in
benefit allows that judgment to be open to question.

2. Conclusion

We suggest that guideline panellists can best understand
GRADE principles and apply these principles to the recog-
nition of recommendations that warrant good practice state-
ments rather than rigorous application of GRADE, by
asking themselves how certain they are in estimates of
effect. When they have a high level of certainty in these
estimates based on the previously mentioned principles,
they will also be confident that the associated clinical ac-
tions will do more good than harm, or vice versa. There will
be instances in which they indeed have a high level of cer-
tainty in estimates and that high level of certainty is based
on a large body of linked evidence. Because that evidence
is not well described or published, formally accumulating
and summarizing the evidence will be a poor use of their
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time and energy. Under such circumstances, they could
forego the formal GRADE process and issuing a formal
GRADEd recommendation and instead make a good prac-
tice statement. In doing so, they should make clear to their
audience how their good practice statements differ from
formal GRADEd recommendations.

Finally, panels should be cautious and sparing in their
use of good practice statements, carefully considering the
necessity for the statement, making explicit their rationale,
and seriously considering the possible merit of a formal
GRADE assessment of the indirect linked evidence and
the extent of the indirectness.
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INTRODUCTION

Imprinting is the term which was chosen by Konrad Lorenz
in 1935 to describe the rapid visual acquisition of the ability
of newly hatched goslings to recognise and socially bond to
the mother for evolutionary survival (1).

Lorenz was surprised that most precocious birds did not
recognise their species through instinct. He found that the
first three-dimensional representation of a moving sighting
had by the newly hatched gosling, would be visually
recognised as the mother. The recognition would occur at
a sensitive time, usually near the day of hatching, and a
following response would become established even when
the sighting was an inanimate decoy. Similar social reac-
tions are readily released in the human infant by other than
the genetically based biological object as we see with a
decoy bottle teat/pacifier/dummy/thumb replacing the
absent or deprived maternal nipple when the newborn
has not been given the opportunity to orally imprint with
the mother’s breast during the stage of alertness following
birth and preceding sleep. The infant may awaken sometime
after the post-birth sleep and find its decoy mother,

Instinctive behaviours have evolved favouring the mother-infant dyad based on
fundamental processes of neurological development, including oral tactile imprinting and
latchment. Latchment is the first stage of emotional development based on the successtful
achievement of biological imprinting. The mechanisms underpinning imprinting are
identified and the evolutionary benefits discussed.

Conclusion: It is proposed that the oral tactile imprint to the breast is a keystone for optimal
latchment and breastfeeding, promoting evolutionary success.

commonly the self-thumb unless a dummy has already
been introduced, while the real mother sleeps. Imprinting
has been extensively studied in precocial birds such as
geese, ducks and chickens (1-4).

This study aims to review the process of mammalian
imprinting, focusing on human term newborn behaviour,
imprinting and latchment. Such an understanding may assist

Key Notes

e Imprinting and subsequent latchment is a primary stage
of emotional and neurobehavioural development in
which the infant recognises its mother through oral
tactile memory for continuing evolutionary survival.

e Displacement of the normal imprint from the mother’s
breast may lead to a range of adverse outcomes for
both mother and her infant.

e Elucidating these processes and their consequence on
development may assist in generating improved strat-
egies for breastfeeding and neonatal development.

©2015 The Authors. Acta Paediatrica published by John Wiley & Sons Ltd on behalf of Foundation Acta Peediatrica. 1
This is an open access article under the terms of the Creative Commons Atribution-NonCommercial-MoDerivs License, which permits use and distabution in any medium,
provided the original work is properly cited, the use is non-commercial and no modifications or adaptations are made.
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in breastfeeding strategies and secondary nutritional and
immunological newborn development. Human mammalian
imprinting has previously been investigated, initially without
discovery of a process (5). Mobbs, in 1989, hypothesised that
the human behavioural imprint was mediated by oral tactile
sensory stimuli and was necessary for evolutionary survival
(6). This hypothesis was supported by the finding that one
teat preference was predominant across the mammalian
spectrum with humans included (6,7). The human baby
deprived of the mother’s breast has been observed to suck
one digit or combination of digits out of ten to the exclusion
of all others and become distressed if the imprinted decoy is
physically denied (6). Thumbsucking is the earliest and most
common habit in children affecting as many as 45% of the
young population in the world (8). From birth through
adolescence decoy, non-nutritive sucking of an unique object
has been significantly correlated with jaw and dental
problems in both first and permanent teeth (8,9). Oral tactile
recognition is achieved through Merkel cell mechanosen-
sors. Merkel cells proliferate in the human foetus from the
ninth gestational week and spread through a significant
part of the buccal mucosa with an appropriately related
neuronal coverage in the sensory cortex (10). The behavio-
ural observations that we see are consistent with the
hypothesis of Merkel cell sensory nerve mechanotransduc-
tion supporting the learning mechanism of human imprint-
ing (11,12).

For the purposes of this review, the literature was
extensively and objectively researched using Google Scho-
lar, Medline, PubMed and the Cumulative Index to Nursing
and Allied Health Literature (CINAHL). Articles were
qualitatively assessed for their relevance to ‘imprinting’,
‘latchment’ and ‘attachment’ in the newborn. Articles were
unrestricted regarding language, but only those written in
English were included. The use of certain key terms is made
within this paper, and we believe that consistency in
understanding these definitions will lead to improved infant
care (Table 1).

EARLY INSTINCTUAL BEHAVIOUR IN ANIMALS AND

NEWBORN INFANTS

Imprinting

Sluckin in 1970 identified five principal tests that, if
satisfied, would identify imprinting in precocial birds (18).

e Choice test

Recognition at reunion test
Distress at separation test
Run to mother test

Work for reunion test

These tests can be used, with some modification, to
identify imprinting in other species. A newborn survival
instinct is fundamental to each branch of the animal
kingdom with the expectation that converging features lead
to success. Mobbs in 1990 modified Sluckin’s tests to suit
the semi-altricial human mammal as follows (7).

Mobbs et al.

Table 1 Definitions regarding imprinting, latchment and displacement in the human

mammal

Imprinting The behavioural process that takes place during a
sensitive period in the early hours of life during which
the baby's evolutionary biology enables it to orally
fixate to a stimulus feature (normally the mother's
nipple and the surrounding milking area) and learn its
tactile characteristics (13)

The first emotional stage of development during which
the baby recognises its mother through the oral tactile
perception of the stimulus feature in the mouth for
evolutionary survival (‘mather in the mouth’) (13)

This is the second emotional stage of development
commencing sometime after six months when the
baby visually recognises its mother as a whole person
(‘mother in the eye’). During this biologically
instinctive attachment phase, the baby will seek close
proximity to its mother as a safe haven for
evolutionary survival and as a secure base from which
to explore and become independent. Attachment is a
behaviour directed by the infant to the carer, and the
characteristic is a predictor of social and emotional
outcomes (14,15). Latchment behaviour is
maintained during the attachment phase as baby will
seek and continue non-nutritive sucking of the
stimulus feature (14,16). This phase continues
throughout toddlerhood

The repeated behaviour chosen by the caregiver
(attachment figure) to support the infant physically
and emotionally and facilitate the release of the
infant's instinctive ability to aftach to the caregiver for
evolutionary advantage (16)

The physical positioning of the mother's nipple and
the milking area of the breast within the baby's oral
cavity

Any object (pacifier, dummy, thumb, bottle, teat, etc.)
that replaces the stimulus feature which evolution
designed (mother's breast). 'Pacifier’ is a marketing
term or branding device with the pretence to
normalise the use of foreign objects

The transference of an imprint to a decoy (17)

The Imprinted Object is that upon which the baby is
emotionally fixated (breast, thumb, dummy, pacifier,
bottle teat or other decoy). The fixation is most
evident at sleep time when baby can only be
comforted by the imprinted object

The mother's unwillingness to allow baby normal
access to the nipple (often in response to
extraordinary societal pressures and the absence of
role modelling)

Latchment

Attachment

Bonding

Latch and latching

Decoy

Displacement
Imprinted object

Matemnal nipple
deprivation

Choice test
The newly born human baby held in the mother’s arms, eyes
at nipple level, skin to skin, front to front, in a position of
comfort for the mother and safety for the baby, may be
favoured by breast odour as the initial maternal directional
stimulus to guide the baby to the breast (19).

Sequential spontaneous behaviour of wide eye opening
followed by the seeking mouth gaping and the tongue

2 @2015 The Authors. Acta Paediatrica published by John Wiley & Sons Ltd en behalf of Foundation Acta Paediatrica.
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moving downwards and forwards, usually in the first fifteen
minutes of life, signals the mother, who has evolved as an
active participant in the latching process, of the nearing
readiness to feed (20,21).

The neonate’s instinctual goal-directed behaviour con-
tinues, and aided by proximity for visual accommodation,
a response to a specific stimulus feature of the mother, the
mother’s nipple and the surrounding pigmented milking
area, ensues and baby is now ready to draw the breast into
the mouth for the first feed (22).

Oral tactile recognition

Mobbs in 1989 proposed that the activation of Merkel cells in
baby’s buccal mucosa in response to a tactile stimulus was the
first step in oral recognition of the nipple and milking area of
the breast as ‘mother in the mouth’ (6). Virtually all vertebrates
have a buccal region rich in Merkel cells, and these have been
of scientific interest as they were identified in 1875. Their main
function is as a mechanoreceptor of tactile stimuli. Mechano-
transduction as part of our evolutionary process dates back to
single cell organisms 1.7 billion years ago (23).

The Merkel cell-neurite complex receives information
through mechanosensation in the buccal mucosa and
passes on an encoded neural image of the imprinting object
to the baby’s central nervous system. The encoded features
embrace shape, edges and curvatures. The response is
maintained throughout the stimulus which allows these
cells to distinguish two points of discrimination close
together which includes texture. This is the process which
identifies fine spatial details such as Braille-like characters
(24). The buccal region of the human has a sensory
innervation well represented by Penfield’s sensory homun-
culus. This region is comparable to the sensory human hand
with a large area of the cerebral cortex devoted to it to
facilitate imprinting through teat identification (25).

One teat preference

Mobbs observed that a human baby would suck one digit
out of ten to the exclusion of all others and to a degree
of excoriation and pain (6). Mobbs also observed that
orphaned, human-reared, maternal nipple-deprived mam-
mals could suck down to the bone of the digit chosen to
replace the displaced mother (26). The choice of such a
single object preference decoy was a feature seen across the
mammalian spectrum and consistent with the memory
enabled through Merkel cell sensory identification and the
emotional consequence of latchment (13).

Maternal teat preference supports the evolved physiolog-
ical correlate of feedback inhibition of lactation and auton-
omy of the breast (27). The following sample of mammals
demonstrates teat preference: pigs, hyrax (an elephant
relative), domestic kittens, Antechinus (marsupial mouse),
kangaroos, marmosets, pine voles, snow leopards, chimpan-
zees and humans (13). If oral tactile recognition of a non-
nutritive object as the mother occurred in animals, this would
preclude survival of the individual without human interven-
tion. The concept of one teat preference extends to decoy
pacifiers/dummies with human infants showing emotional

Imprinting: latchment and displacement

distress following change of object shape or texture as the
new pacifier/dummy replaces the old (28). These are the
behaviours of Merkel cell encoding recognition (oral tactile
memory) promoting teat preference fixation.

Newborn returns to stimulus feature

The baby’s discovery stimulus of the nipple and surrounding
pigmented milking area is initially innate through odour and
visual feature recognition (19). The oral tactile imprint is a
learnt form of perceptual recognition via Merkel cell me-
chanosensation which governs the imprinting process (24).
The baby’s return to the nipple (‘mother in the mouth’) is an
emotionally directed process termed ‘latchment’ (9). The
latchment phase serves its strategy for evolutionary survival
until the infant is able to recognise the mother visually as a
whole person sometime after six months of age when the
emotional relationship is termed ‘attachment’ (14,16). The
first emotional relationship latchment period, although
nameless until described by Mobbs, has been broadly
researched (29,30). The findings from Ainsworth and Bell
showed that a maternally sensitive and more importantly a
rapid response to the infant’s needs (to promote evolutionary
survival) in the first three months of life was associated with a
more harmonious mother-infant relationship in the final
three-month period of the first year of life (30). The provision
of contact stimulation through hugging and cuddling was
also found to be a significant affectionate act related to the
development of secure attachment (31). Furthermore, oxy-
tocin research has supported our understanding of the levels
of affectionate contact favouring the child-mother relation-
ship (32). The studies carried out by Ainsworth and her
colleagues concur that parenting methods which favour
evolutionary survival in the early latchment months of life
lend support to the achievement of earlier and more secure
attachment which again favours evolutionary survival.

Works for reunion

The semi-altricial human baby will work for reunion with
the imprinted stimulus feature by signalling the need
through the innate behaviours of crying and emotional
distress designed by evolution to aid survival,

Displacement

If deprived of the stimulus feature, displacement will occur.
Displacement from the mother’s nipple to a decoy has
been reported in many mammalian species (13). Lorenz
believed that once the early newborn sensitive period of the
precocious gosling was completed, the object preference
was permanent and could not be changed by subsequent
experience (1). Sluckin and Salzen regarded imprinting
(visual for precocious birds) as a perceptual learning
phenomenon in which the sensitive period is experience
dependent and stabilised by the amount of experience (33).
Their observation is consistent with and supports the
encoding process carried out by Merkel cells in the buccal
mucosa at a sensitive time. Consider the human baby
fixated on a pacifier/dummy or thumb; a change of imprint
back to the maternal breast may be achieved, despite great
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emotional distress, by bed-sharing skin to skin with baby for
a few days with mother’s nipple; the only stimulus feature
made available. We believe that this is not inconsistent with
Sluckin’s, Salzen’s and Meyer’s opinion (33,34). It has been
observed that the unrestricted availability of the nipple in
the birthing room with baby in skin to skin contact with the
mother until the first breastfeed has been completed with
sleep is associated with baby adopting an innate, anatom-
ically efficient, deep latch breastfeeding skill with subse-
quent improved success and duration of breastfeeding
(35,36). This process has similarities, such as in other
species, where a precocial bird hatchling innately recognis-
es the real mother for evolutionary survival during the
sensitive period, in a natural nesting environment free of
alien biological and nonbiological stimulus features.

Importantly, maternal nipple deprivation may be fol-
lowed by apparent emotional confusion and frustration
leading to an inappropriate replacement of mother in the
mouth by a decoy thumb or pacifier/dummy. This process is
best described as ‘Freudian displacement’, displacement
being one of Freud’s original defence mechanisms (17).
Distress from maternal nipple deprivation may lead to
displacement, with redirection of emotions, to a substitute
decoy target, thereby promoting risk of maternal fragmen-
tation. The decoy target may be observed as a displacement
promoting superstimulus (37). Examples include the mac-
ropod digit of an orphaned wallaby, tail, thumb or penis in a
monkey, thumb or digit pair in the human, tongue sucking
in ruminants, penis sucking in pen-mate male calves and
the bottom of a boat by an orphaned whale calf (13). A non-
body part decoy such as a plastic teat, pacifier or dummy
may be chosen for the animal by a carer.

DISCUSSION

The importance of the latchment phase is highlighted by the
emotional development which is proceeding during the first
six months of life, at a time of rapid growth which notably
includes baby’s brain (38). Evolutionary success requires
close maternal contact and frequent breastfeeds to provide
nutrition for the promotion of brain metabolism and
optimal growth of myelinated white matter (39,40).

The anthropologist Margaret Mead observed that in
societies where there was free access to the breast with the
correlate of breastfeeding success, that decoy sucking did not
occur (41). In other societies, the childcare issue of sucking
decoys such as pacifiers, dummies, bottle teats and thumbs
together with the concept of nipple confusion has received
much attention (42-45). This issue has been described as a
commerciogenic problem as it is the provider of the dummy,
the giver of the bottle or the depriver of the maternal nipple
who as an adult is the one confused in their own understand-
ing of infant care (45). Understanding oral tactile recognition
of decoys as mother in the mouth directs attention to the
mammalian norm evolved from precursors over a period
of 300 million years to produce a species-specific primate
milk (46). The behavioural and health risks resulting from
impairment of this defining mammalian relationship deserve

Mobbs et al.

attention as there is considerable contrary information
provided by multinational commercial interests (47).

Harlow’s orphaned and isolated monkey experiments
have been of great importance in understanding emotional
relationships. On comparing the videos of the wire frame
mother with milk and what appears to be the socially
preferred cloth mother without milk, the baby monkey
thumb or body part sucks throughout the experimental
room and it is probably the comfort of the cloth mother
material rather than emotion which is the directive. Harlow
and other observers did not realise the significance of the
thumb (or other decoy) probably because thumbsucking
was considered a societal norm at that time (48-50).

CLINICAL APPLICATIONS OF LATCHMENT

The outcomes for mother and baby may be improved if
clinicians and mothers alike become aware of the evolu-
tionary significance of the oral tactile imprint and the
outcomes of each mode of latchment. These outcomes are
wide-ranging and are described below.

Optimal latchment
Optimal latchment may be facilitated by:

e Ensuring baby’s close and unrestricted proximity to the
breast (skin to skin contact) until well after initial
latching has commenced and baby is sleeping.

e Ensuring that the mother is aware that introducing any
decoy (thumb, dummy/pacifier, bottle teat, etc.) should
be avoided.

e Safe co-sleeping with the infant.

o Rapid response to distressed infant.

Oral tactile imprinting and the emotional component of
latchment are the forerunners of a sensitive and quickly
directed response to baby’s needs. Carer body contact and
rapidity of response are most easily and readily provided by
breastfeeding. There is evidence from observational studies
that the rapidity of response to infant needs, which has over
the millennia been a component directed at evolutionary
success, favours secure attachment (16,29-31,51).

Optimal latchment
(Breastfeeding success)

Optimal nutritional and Optimal oxytocin Optimal oxytocin
immunological input (39,55)  release (Baby) (32,59) release (Mother) (32)

! ! !

Flourishing baby Latchment Nurturing
behaviour (62) behaviour (62)
Attachment . .
behaviour (16) Pair bonding (16)

Figure 1 Physiological and psychological outcomes of optimal latchment.
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Awareness of a positive relationship between latchment
behaviour and attachment should be seen as a noteworthy
clinical application. The physiological and psychological out-
comes of optimal latchment are summarised in Figure 1.

Suboptimal latchment
Clinical practices that are inconsistent with the evolution-
ary process of latchment should be avoided. These include:

e A delay in the introduction of baby to the breast.

e Maternal nipple deprivation.

e Displacement with a thumb, dummy/pacifier or other decoy.
e Distancing mother and baby during sleep.

Maternal nipple deprivation may be seen in the birth
room when there is failure in recognising the sensitive time
heralding baby’s readiness to suckle. At other times, the
suckling may be restricted with insufficient time given for
stabilisation of the imprint. The oral tactile imprint has
evolved as a survival strategy associated with birth and the
achievement of a latch to the breast for optimal milk
transfer. The emotional component, termed latchment, will
continue for evolutionary success. Restricted access to the
breast for suckling resulls in stasis of milk within the breast
and subsequent release of feedback inhibitors of lactation
will lead to dwindling of milk production (27).

Parenting attitudes that limit physical contact with
children and restrict affection by distancing have resulted
in relationship deprivation at sleep time (52). The imprinted
object is the one suckled (mammalian breast) or sucked
(other than the mammalian breast) when baby is passaging
to sleep (53). Untimely absence or planned deprivation of
the maternal nipple with onset of decoy sucking is causally
related to the way of falling asleep where the infant may be
painfully aware of separation (54). Displacement of an oral
tactile imprint is an important concept and provides a
reason why decoy usage of pacifiers/dummies/thumbs as
the mother hinders breastfeeding success (17,56).

Imprinting: latchment and displacement

Nutritional and immunological deficits together with
emotional and cognitive changes which are associated with
formula feeding are of concern, and continued exploration
of the effects of formula feeding is vital for our understand-
ing of this field. The physiological and psychological
outcomes of displaced latchment are summarised in
Figure 2.

FUTURE RESEARCH

This paper has identified and drawn together a broad range
of published research supporting the hypothesis that human
imprinting is an oral tactile mechanism with consequential
clinical implications. Due to a paucity of relevant literature,
a quantitative meta-analysis was not able to be performed.
There remain areas of research that would lend further
supporting evidence for the hypothesis, in particular the
spontaneous and instinctual behaviours indicating readi-
ness for latching, and secondly the transition from latch-
ment behaviour to attachment behaviour. This future work
may consider quantitative rather than qualitative methods
of investigation, including newer radiological techniques
such as magnetic resonance brain imaging, serological
markers and precise developmental monitoring during
early life.

Instinctual behaviours indicating readiness for latching
It has been observed that newborn babies proceed to open
their eyes widely after birth (20) occurring about 5-
20 minutes after an initial blinking phase. Following this,
the mouth opens and the tongue descends and protrudes.
Further research may confirm whether this transition
indicates readiness to commence latching. Such a study
may involve confirming the proportion and temporal
association of babies that undergo this transition and a
longitudinal study that measures breastfeeding success
against the first imprinted object.

Displaced latchment (17)

J
¢ |
Formula feeding (47)
Oxytocin deficit Oxytocin deficit
(Baby) (32) (Mother) (32)

Nutritional and immunological
deficits (46, 58)

l 1

Latchment pathology Maternal neglect (62)
(First 6 Months)
Mother Baby
+ Breastcancer = Diabetes1 &2
+ Ovarian cancer + Asthma
+ Osteoporosis + Bowel and Resp Néachm;m pgthmogy
« Cardiovascular infection (B/Mones =3 yes)
Disease + Cardiovascular
* Rheumatoid Disease . ;
arthritis « SIDS Links to Autism petatchment  Cognitive Emotional
+ Metabolic + Cancer Spectium  pathology (15) developmental — development
Disease disorder (60) impairment (61) impairment (61)

Figure 2 Physiological and psychological outcomes of displaced latchment.
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Transition from latchment behaviour to attachment
behaviour

It is proposed that attachment characteristic (second stage
of emotional development) is largely dependent upon
successful latchment (the first stage of emotional develop-
ment). A longitudinal study may consider three groups of
newborns involving an exclusively breastfed control as an
evolutionary standard, partially breastfed group and for-
mula-fed group to identify the correlation with the security
and timing of attachment. Analysing the dose relationship
of formula feeding to illness, behaviour, public health
costing and management would provide a useful contribu-
tion to our further understanding in this area (57).

CONCLUSION

We have provided evidence that imprinting is a process by
which babies orally fixate to a stimulus feature, normally the
mother’s nipple and surrounding milking area, for evolu-
tionary survival. Imprinting is soon followed by latchment
which is the first stage of emotional development in which
the baby recognises its mother through oral tactile memory
for continuing evolutionary success. Displacement of the
normal imprint from the mother’s breast may lead to a
range of adverse outcomes for both mother and baby. We
believe that the understanding of these processes and their
evolutionary survival significance may help us to better
serve and support the choice to breastfeed and the breast-
feeding mother and her baby.

DISCLOSURE STATEMENT
No competing financial interests exist.

References

1. Lorenz K. The companion in the bird’s world. Auk 1937; 54:
243-73. Abridged translation by author from: Der Kumpan in
der Umwelt des Vogels. ] Orn 1935; 83:137-213, 289-413.

2. Sluckin W. Imprinting and early learning. 2nd ed. London:
Transaction publishers, 2003; (1st edit, 1972 London,
Methuen).

3. Bateson PPG. The promise of behavioral biclogy. Anim Behav
2003; 65: 11-7.

4. Bateson PPG. The characteristics and context of imprinting.
Biol Rev 1966; 41: 177-220.

5. Hinde RA. The nature of imprinting: In Foss BM, editor.
Determinants of infant behaviour. London: Methuen; New
York, Wiley, 1963: 2: 227-33.

6. Mobbs E. Human imprinting and breastfeeding. Breastfeed Rev
1989; 1: 39-41.

7. Mobbs E. Human Imprinting, Masters thesis, unpublished;
special collection, Fisher Library, Sydney, NSW, Australia:
University of Sydney, 1990.

8. Garattani G, Crozzoli P, Valsasina A. Role of prolonged
sucking in the development of dental-skeletal changes in the
face. Review of the literature. Mondo Ortod 1990; 15: 539-50.

9. Klackenberg G. Thumbsucking: frequency and etiology.
Pediatrics 1949; 4: 418-24.

10. Moll I, Moll R. Early development of human Merkel cells. Exp
Dermatol 1992; 1: 180-4.

11.

12.

13.

14.

15.

16.

17.

18.

19:

20.

21

22,

25

24.

25,

26.

27.

28.

29.

30.

31.

32.

33.

34.

Mobbs et al.

Dalmas P, Hao ], Rodat-Despoix L. Molecular mechanisms of
mechanotransduction in mammalian sensory neurons. Nat Rev
Neurosci 2011; 12: 139-53.

Lumpkin EA, Marshall KL, Nelson AM. The cell biology of
touch. | Cell Biol 2010; 191: 237-48.

Mobbs E. Latchment before attachment. The first stage of
emotional development: oral tactile imprinting. Sydney: G T
Crarf Pty Ltd, 2011. ISBN 978-0-646-55818-9 blurb.com.
Bowlby |. Aftachment and loss, vol 1 Attachment. New York:
Penguin Books, 1978.

Benoit D. Infant parent attachment: definition, types,
antecedents, measurements and outcomes. Paediatr Child
Health 2004; 9; 541-5.

Prior V, Glaser D. Understanding attachment and attachment
disorders: theory, evidence and practice. London: Jessica
Kingsley Publishers, 2006.

Freud S. 1955. The interpretation of dreams. New York: Basic
Books, 2010.

Sluckin W. Early learning in man and animal. London: Allen
and Unwin, 1970.

Varendi H, Porter RH. Breast odour as the only maternal
stimulus elicits crawling towards the odour source. Acta
Paediatr 2001; 90: 372-5.

Hentschel J, Ruff R, Juette F, von Gontald A, Gortner L.
Neonatal facial movements in the first minutes of life-eye
opening and tongue thrust: an observational study. Am |
Perinatol 2007; 24: 611-8.

Velandia M, Matthisen A-S, Uvnés-Moberg K, Nissen E. Onset
of vocal interaction between parents and newborns in skin-to-
skin contact immediately after elective cesarean section. Birth
2010; 37: 192-201.

Widstrom A-M, Lilja GA, Aaltomaa-Michalias P, Dahllof A,
Lintula M, Nissen E. Newborn behaviour to locate the breast
when skin to skin, a possible method for enabling early self
regulation. Acta Paediatr 2011; 100: 79-85.

Hamill OP, Martinac B. Molecular basis of
mechanotransduction in living cells. Physiol Rev 2001; 81:
685-740.

Maksimovic S, Baba Y, Lumpkin E. Neurotransmitters and
synaptic components in the Merkel cell neurite complex, a
gentle-touch receptor. Ann N 'Y Acad Sci 2013; 1279: 13-21.
Penfield W, Rasmussen T. The cerebral cortex of man. New
York: Macmillan, 1950.

Mobbs E. Thumb sucking and dummy sucking evidence for
human imprinting. Sydney: G T Crarf PTY LTD, 2007. ISBN
978-0-646-47083-2.

Prentice A, Addey CVP, Wilde CJ. Evidence for Local feedback
control of human milk secretion. Biochem Soc Trans 1989;17:122.
GeoClicks A dummies guide to pacifiers. Contact Dr Raymond
Lee Pacific Dental Care 2006. Available at: http://www.
geobaby.com/articles/11-baby (accessed on August 10, 2010).
Ainsworth MDS. The development of infant-mother
interaction among the Ganda: In Foss BM, editor.
Determinants of infant behaviour 11. London: Methuen, 1963:
67-104.

Bell SM, Ainsworth MDS. Infant crying and maternal
responsiveness. Child Dev 1972; 43: 1171-90.

Tracy RL, Ainsworth MDS. Maternal affectionate behaviour
and infant-mother attachment patterns. Child Dev 1981; 52:
1341-3.

Rilling JK. The neural and hormonal bases of human parental
care. Neuropsychologia 2013; 51: 731-47.

Sluckin W, Salzen EA. Imprinting and perceptual learning.

Q ] Exp Psychol 1961; 13: 65-77.

Salzen EA, Meyer CC. Reversal of a preference established
during the critical period. Nature 1967; 215: 785-6.

6 @2015 The Authors. Acta Paediatrica published by John Wiley & Sons Ltd en behalf of Foundation Acta Paediatrica.



Mabbs et al.

35.

36.

37,
38.

39.

40.

41.

42,

43.

44,

45.

46.

47,

48.

49.

50.

Svensson KE, Velandia MI, Matthiesen AT, Welles-Nystrom
BL, Widstrom AE. Effects of mother-infant skin-to-skin
contact on severe latch-on problems in older infants: a
randomized trial. Int Breastfeed | 2013; 8: 1.

Righard L, Alade M, Effect of delivery routines on success of
first breastfeed. Lancet 1990; 336: 1105-7.

Tinbergen N. The herring gull’s world. London: Collins, 1953.
Holland D, Chang L, Ernst T, Curran M, Buchthal §, Alicta D,
et al. Structural growth trajectories and rates of change in the
first three months of infant brain development. JAMA Neurol
2014; 71: 1266-74.

Hinde K, Milligan LA. Primate milk: proximate mechanisms
and ultimate perspectives. Evol Anthropol 2011; 20: 9-23.
Deoni SCL, Dean DC III, Piriatinsky I, O'Muircheartaigh |,
Waskiewicz N, Lehman K. Breastfeeding and early white
matter development: a cross-sectional study. Neurolmage
2013; 82: 77-86.

Mead M. Sex and temperament in three primitive societies.
New York: William Morrow, 1935: 40-1.

Cox 8. Altering hospital maternity culture. Amarillo, TX: Hale
Publishing, 2010. ISBN 978-0-9823379-4-3, Ten Steps to
successtul breastfeeding (WHO/UNICEF 1989) Step 9, Give
no artificial teats or pacifiers to breastfed infants. 46-47
Righard L. Are breastfeeding problems related to incorrect
breastfeeding technique and the use of pacifiers and bottles?
Birth 1998; 25: 40-4.

Neifert M, Lawrence R, Seacat J. Nipple confusion: toward a
formal definition. | Pediatr 1995; 126: 125-9.

Armstrong H. Adult nipple confusion: a commerciogenic
problem. ] Hum Lact 1996; 12: 179-81.

Goldman AS. Evolution of immune functions of the mammary
gland and protection of the infant. Breastfeed Med 2012; 7:
132-42.

Kent G. The nutritional adequacy of infant formula. Clin Lact
2012; 3: 21-5.

Harlow HF. Classics in the history of Psychology, an internet
resource developed by Green 31 August 1958. CD ISSN 1942-3173
Montague A. Touching, 3rd ed. New York: Harper and Row,
1986.

Harlow HF. The Nature of Love. Am Psychol 1958; 13:
673-85.

51

52

33,

54.

56.

57

58.

59,

60.

61,

62.

Imprinting: latchment and displacement

Tharner A, Luijk MP, Raat H, Ijzendoorn MH, Bakermans-
Kranenburg MJ, Moll HA, et al. Breastfeeding and its relation
to maternal sensitivity and infant attachment. | Dev Behav
Pediatr 2012; 33: 396-404.

Middlemiss W, Granger DA, Goldberg WA, Nathans LL.
Asynchrony of mother-infant hypothalamic-pituitary-adrenal
axis activity following extinction of infant responses induced
during the transition to sleep. Early Human Dev 2012; 88:
227-32.

Lawrence RA, Lawrence RM. Breastfeeding a guide for the
medical profession. 7th ed. Maryland Heights: Elsevier, 2011.
ISBN 978-1-4377-0788-5.

Ozturk M, Ozturk O. Thumbsucking and falling asleep. Br |
Med Psychol 1977; 50: 96-103.

. McKenna J], Ball HL, Gettler LT. Mother-infant co-sleeping,

breastfeeding and sudden infant death syndrome: what
biological anthropology has discovered about normal infant
sleep and pediatric sleep medicine. Yearb Phys Anthropol
2007; 50: 133-61.

Mauch CE, Scott JA, Magarey AM, Daniels LA. Predictors of
and reasons for pacifier use in first-time mothers: an
observational study. BMC Pediatr 2012; 12: 7-16.

Cattaneo A. The benetits of breastfeeding or the harm of
formula feeding? J Paediatr Child Health 2008; 44: 1-2.
Forrest N. Twenty-one dangers of infant formula. 2012,
Availabe at: www.waba.orgmy (accessed on 11 January
2014).

Uvnas Moberg K. Oxytocin and Human Milk. 8th International
Breastfeeding and Lactation Symposium; Denmark, 2013.
Gordon [, Van der Wyk BC, Bennett RH, Cordeaux C,
Lucas MV, Eilbott JA, et al. Oxytocin enhances brain
function in children with autism. Proc Natl Acad Sci 2013;
110: 20953-8.

Oddy WH, Kendall GE, Li ], Jacoby P, Robinson M, de Klerk
NH, et al. The long-term effect of breastfeeding on child and
adolescent mental health: a pregnancy cohort study followed
for 14 years. | Pediatr 2009; 156: 568-74.

Strathearn L, Abdullah A, Mamun JM, O’Callaghan M]. Does
breastfeeding protect against substantiated child abuse and
neglect? A 15 year cohort study. Pediatrics 2009; 123:
483-93.

©2015 The Authors. Acta Paediatrica published by John Wiley & Sons Ltd on behalf of Foundation Acta Peediatrica. 7



Journal of Perinatology
https://doi.org/10.1038/541372-018-0175-y

CORRESPONDENCE

*hook for
updates

Proposed guidelines for skin-to-skin care and rooming-in should be

more inclusive

Lori Feldman-Winter(' - Michael H. Goodstein? - Fern R. Hauck? - Robert A. Darnall* -
Rachel Y. Moon® « American Academy of Pediatrics Task Force on SIDS

Received: 8 May 2018 / Accepted: 21 June 2018
© Springer Nature America, Inc. 2018

Dear Editor,

We read with interest the recent commentary “The Baby
Friendly Hospital Initiative and the ten steps for successful
breastfeeding. A critical review of the literature” published
in the Journal of Perinatology [1]. Table 2, created by
Gomez-Pomar and Blubaugh, provides a potential order set
for “safe skin-to-skin care,” reportedly based on recom-
mendations provided by the AAP [2] and Davanzo [3].
However, the guidance provided is unnecessarily restrictive
and is inconsistent with recommendations endorsed by the
American Heart Association/American Academy of Pedia-
trics/International Liaison Committee on Resuscitation
(AHA/AAP/ILCOR) neonatal resuscitative guidelines [4].
There is no evidence that near-term newborns (37-38 weeks
gestation), or those with no prenatal care, maternal fever,
history of drug exposure, prolonged rupture of membranes,
non-life-threatening congenital anomalies, infants <2500 g,
or suspicion of chorioamnionitis require stabilization on a
warmer bed. These newborns may be stabilized and asses-
sed on the mother while in skin-to-skin care (SSC). Infants
with meconium staining with normal respiratory effort,
good tone, and heart rate >100 may also be placed imme-
diately in SSC. Furthermore, late preterm newborns
(=235 weeks gestation) may have SSC if stable, with good
tone, normal heart rate, respiratory effort, and Apgar score
of 27 at 5 min. In the event of positive pressure ventilation,
SSC should be postponed until the infant is stabilized, but is
not precluded [5].

Suggestions for monitoring during SSC included in
Table 2 are also overly conservative and may be imprac-
tical. The AAP Clinical Report [2] and others [6] recom-
mend the following guidance for monitoring:

>4 Lori Feldman-Winter
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e Continuous observational monitoring: staff member at
the bedside of the dyad, preferably for the first 2 h, until
transitioned to the mother—infant unit; the first 2 h after
birth poses the highest risk for sudden unexpected post-
natal collapse (SUPC).

e Vital signs obtained at 10, 30, 60, 90, and 120 min until
transitioned to the mother—infant unit/postpartum unit.
Color is pink after circulatory transition has occurred.
Respiratory rate is 30—60 breaths/min.

Temperature obtained (axillary) at 60 and 120 min is
36.5-37.5 °C, not hypothermic (<36.5 °C).

e Routine continuous pulse oximetry is unnecessary;
however, if pulse oximetry is used, the oxygen
saturation should be >90%.

Given the recognized benefits of SSC, unnecessary lim-
itations pose a risk for adverse outcomes, such as hypo-
thermia, hypoglycemia, and decreased breastfeeding [7].
Finally, while the authors indicated proposed guidelines for
rooming-in, these do not appear in Table 2, despite the
table’s title. We agree there are safety considerations for
rooming-in, outlined in the AAP Clinical Report; however,
we disagree with the authors that there is little evidence to
support this practice. The results of the randomized con-
trolled trial involving 176 dyads were inconclusive, not
negative, regarding breastfeeding outcomes [8]. Additional
benefits of rooming-in include bonding, maternal self-effi-
cacy, and newborn comfort, especially in newborns suf-
fering from neonatal abstinence syndrome. Evidence that
mothers are “made to feel guilty is lacking;” on the con-
trary, patient satisfaction scores have increased after
rooming-in has been instituted [9]. Patient safety is para-
mount and can be implemented along with the AAP’s
endorsement of the ten steps to successful breastfeeding.
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clean version.docx, DRH VERSION_ AFT Talking points_BFHI
safety_CGP_jmn_cko_SPB_abel._cko_dt....docx

fyi

From: Voetsch, Karen P. (CDC/ONDIEH/NCCDPHP)

Sent: Thursday, December 15, 2016 6:49 AM

To: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov>; Galuska, Deborah A,
(CDC/ONDIEH/NCCDPHP) <dbgb6@cdc.gov>; Flores-Ayala, Rafael C, (CDC/ONDIEH/NCCDPHP)
<rnf2@cdc.gov>; Murphy, Paulette (CDC/ONDIEH/NCCDPHP) <pem1@cdc.gov>; Black, Erin
(CDC/ONDIEH/NCCDPHP) <epm7@cdc.gov>; Grossniklaus, Daurice (CDC/ONDIEH/NCCDPHP)
<dtg3@cdc.gov>; MacGowan, Carol (CDC/ONDIEH/NCCDPHP) <dvx2@cdc.gov>; Torres, Monica
(CDC/ONDIEH/NCCDPHP) <enz2@cdc.gov=>; Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP) <bfy2@cdc.gov>
Cc: Nelson, Jennifer M. (CDC/ONDIEH/NCCDPHP) <zcn6@cdc.gov>

Subject: Breastfeeding/Baby Friendly F/U meeting today

Hi everyone,

In preparation for our meeting today, | wanted to share the following documents:
-Agenda

-Proposal to update the website

-Draft talking points (clean and track changes version)

One note about the talking points: The clean version includes my recommendations and comments. |
initially tried to include these in the track changes version, but it was getting too difficult to read.

Many thanks to Erin, Ashley, and Monica for helping to shepherd these along.

Karen



From: Black, Erin (CDC/ONDIEH/NCCDPHP)

Sent: Mon, 12 Dec 2016 14:35:58 -0500
To: Voetsch, Karen P, (CDC/ONDIEH/NCCDPHP)
Cc: Anstey, Erica Hesch (CDC/ONDIEH/NCCDPHP) (CTR);Torres, Monica

(CDC/ONDIEH/NCCDPHP);Black, Erin (CDC/ONDIEH/NCCDPHP);Borda, Ashley (CDC/ONDIEH/NCCDPHP)
(CTR)

Subject: RE: BFHI and website

Attachments: 596.full.pdf

We had a call this afternoon to discuss the website. Erica proposed for Phase 1 to add the following links
to the CDC BF website under the ‘guidelines and recommendations’ section in a new section called

| (b)(3) | Ashley is out bys ftoday, but hopefully she’ll feel better tomorrow and can
work with Curtis to create a mock up foryou and Deb to review and then hopefully it can go live shortly.

(b)(3)

Phase 2 will include more CDC description/content and links to the following (and possibly others we are
able to identify as being useful)

(b)(3)

From: Voetsch, Karen P. (CDC/ONDIEH/NCCDPHP)

Sent: Monday, December 05, 2016 2:23 PM

To: Black, Erin (CDC/ONDIEH/NCCDPHP) <epm7@cdc.gov>; Borda, Ashley (CDC/ONDIEH/NCCDPHP)
(CTR) <WRG5@cdc.gov>

Cc: Anstey, Erica Hesch (CDC/ONDIEH/NCCDPHP) (CTR) <yhm7@cdc.gov>; Torres, Monica
(CDC/ONDIEH/NCCDPHP) <enz2@cdc.gov>

Subject: RE: BFHI and website

Hi all,

If we could include some links related to what has already been published in the short term (i.e.
by the end of the month) that would be ideal.| (b)(5) |

(b)(5) |Daurice may have some other ideas.

| don't know if it's urgency...more that we have asked Baby Friendly USA to be a little bit more
out front on this issue and we want to ensure that we have something on our website as well.



Hope that makes sense.
Thanks.

Karen

From: Black, Erin (CDC/ONDIEH/NCCDPHP) <epm7 @cdc.gov>

Date: December 5, 2016 at 10:18:14 AM EST

To: Borda, Ashley (CDC/ONDIEH/NCCDPHP) (CTR) <WRG5@cdc.gov>, Voetsch, Karen P.
(CDC/ONDIEH/NCCDPHP) <kmp9@cdc.gov>

Cc: Torres, Monica (CDC/ONDIEH/NCCDPHP) <enz2 @cdc.gov>, Anstey, Erica Hesch
(CDC/ONDIEH/NCCDPHP) (CTR) <yhm7@cdc.gov>

Subject: RE: BFHI and website

Karen can answer.

From: Borda, Ashley (CDC/ONDIEH/NCCDPHP) (CTR)

Sent: Monday, December 05, 2016 10:17 AM

To: Black, Erin (CDC/ONDIEH/NCCDPHP) <epm7(@cdc.gov>; Torres, Monica
(CDC/ONDIEH/NCCDPHP) <enz2@cdc.gov>

Cec: Anstey, Erica Hesch (CDC/ONDIEH/NCCDPHP) (CTR) <yhm7@cdc.gov>; Voetsch,
Karen P. (CDC/ONDIEH/NCCDPHP) <kmp9@cdc.gov>

Subject: RE: BFHI and website

Erin,

Do you know what the level of urgency is for this request? It is built into our overarching web
plan, but we are not at that section yet.

Ashley

From: Borda, Ashley (CDC/ONDIEH/NCCDPHP) (CTR)

Sent: Monday, December 05, 2016 9:01 AM

To: Black, Erin (CDC/ONDIEH/NCCDPHP) <epm7@cdc.gov>; Torres, Monica
(CDC/ONDIEH/NCCDPHP) <enz2(@cdc.gov>

Subject: RE: BFHI and website

Hi Erin and Monica,

Can you give me some time to pull together what Erica and I have discussed re: BFHI/safety and
website updates?



We have been working on this for some time and it would help set up the conversation
w/Daurice and Jennifer. That way we can ask them for gaps/specifics to get the pages done.

Thanks!
Ashley

From: Black, Erin (CDC/ONDIEH/NCCDPHP)

Sent: Monday, December 05, 2016 8:00 AM

To: Torres, Monica (CDC/ONDIEH/NCCDPHP) <enz2(@cdc.gov>

Cec: Borda, Ashley (CDC/ONDIEH/NCCDPHP) (CTR) <WRGS@cdc.gov>
Subject: Fw: BFHI and website

Can you set up a meeting with you, me, Ashley, Daurice and Jennifer Nelson to discuss.
Thanks

From: Voetsch, Karen P. (CDC/ONDIEH/NCCDPHP) <kmp9@cdc.gov>

Sent: Monday, December 5, 2016 6:59 AM

To: Black, Erin (CDC/ONDIEH/NCCDPHP)

Cc: Torres, Monica (CDC/ONDIEH/NCCDPHP); Borda, Ashley (CDC/ONDIEH/NCCDPHP) (CTR)
Subject: BFHI and website

Hi Erin,

During the last meeting that we had on the BFHI and safety, we thought it would be a good idea
to update our website with some language and links to some of the new documents that have
been developed| (b)(5) |

| (b)(5) |Can you work with Ashley and Monica on this? This may entail
connecting with Daurice and/or Jennifer Nelson.

Let me know if you have any questions.
Thanks.

Karen
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“Kangaroo mother care” was first described as an alternative method of
caring for low birth weight infants in resource-limited countries, where
neonatal mortality and infection rates are high because of overcrowded
nurseries, inadequate staffing, and lack of equipment. Intermittent skin-to-skin
care (SSC), a modified version of kangaroo mother care, is now being offered
in resource-rich countries to infants needing neonatal intensive care, including
those who require ventilator support or are extremely premature. SSC
significantly improves milk production by the mother and is associated with
a longer duration of breastfeeding. Increased parent satisfaction, better sleep
organization, a longer duration of quiet sleep, and decreased pain perception
during procedures have also been reported in association with SSC. Despite
apparent physiologic stability during SSC, it is prudent that infants in the NICU
have continuous cardiovascular monitoring and that care be taken to verify
correct head positioning for airway patency as well as the stability of the
endotracheal tube, arterial and venous access devices, and other life support
equipment.

BACKGROUND

“Kangaroo mother care” (KMC) was first described as an alternative
method of caring for low birth weight infants in resource-limited
countries, where neonatal mortality and infection rates are high because
of overcrowded nurseries, inadequate staffing, and lack of equipment. In
the original version of KMC, the infant is placed in continuous skin-to-skin
contact in a vertical position between the mother’s breasts and beneath
her clothes and is exclusively (or nearly exclusively) breastfed. A meta-
analysis of 988 infants enrolled in 3 randomized controlled trials of
continuous KMC begun in the first postnatal week in low- or middle-
income countries found a 51% reduction in mortality among infants with
a birth weight <2000 g (relative risk: 0.49 [95% confidence interval:
0.29-0.82]).t Although the methods of this review have come under
question,? a Cochrane meta-analysis of 18 trials of continuous KMC begun
before postnatal day 10 in infants with a birth weight <2500 g also
showed significantly reduced mortality and morbidity at discharge or 40
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to 41 weeks’ postmenstrual age and
at follow-up; it also found a decreased
incidence of health care-related
sepsis and an improvement in

some measures of infant growth,
breastfeeding, and mother-infant
attachment.? Thirteen of these 18
studies were conducted in low- to
middle-income countries.

Intermittent skin-to-skin care (SSC) in
NICUs in resource-rich countries
differs from traditional KMC in that it
is usually used for varying, shorter
periods of time; can be offered to less
stable and technology-supported
infants; and can be performed by
both parents. Intermittent SSC in
resource-rich countries has not been
associated with decreased mortality,
although data are currently
insufficient to determine an effect.3
However, it is widely offered to
parents for other perceived benefits,
such as enhancing attachment,
parental self-esteem, and
breastfeeding.*>

EVIDENCE
Benefits

The most substantial evidence of
benefit from SSC is for breastfeeding.
Individual randomized controlled
trials and a systematic review have
shown that intermittent SSC is
associated with longer and more
exclusive breastfeeding and higher
volumes of expressed milk.” The
systematic review reported that short
periods of SSC (up to 1 hour at all
visits) increased the duration of any
breastfeeding, variably reported by
different studies as 1 month after
discharge (relative risk: 4.76 [95%
confidence interval: 1.19-19.10]) or
for more than 6 weeks (relative risk:
1.95 [95% confidence interval:
1.03-3.70]) among clinically stable
infants in industrialized nations.” A
number of studies have also indicated
that SSC may improve a mother’s
attachment or bonding and her
feeling of being needed by or
comfortable with her infant.3.8-12
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In addition, SSC promotes the
participation of the mother and father
in the infant's care, strengthens the
family role in the care of a fragile
infant, and decreases feelings of
helplessness.'® Mothers report less
stress and more satisfaction with
NICU care, and both parents are more
responsive to their infant’s cues.38-12

The evidence is less clear for

a beneficial effect regarding sleep and
neurobehavioral maturation, One
report found increased frontal brain
activity during both quiet and

active sleep, which is thought

to be predictive of improved
neurobehavioral outcomes.!3 Other
studies using electroencephalography
and polysomnography data indicate
that preterm infants who receive SSC
have more mature sleep organization,
with increased total and quiet sleep,
decreased REM sleep and arousals
from sleep, and an improvement in
sleep cycling.1*15 They also appeared
more alert and observant and spent
less time crying. Two cohort studies
found that infants receiving SSC
demonstrated better autonomic
regulation and maternal-infant
interactions at term gestation, as well
as higher scores on the Bayley Scales
of Infant Development-Second
Edition at 6 or 12 months of age 816
Of the infants enrolled in the second
study, 117 were followed up to

10 years of age, and the authors
reported that those who received SSC
showed attenuated stress response,
improved autonomic functioning,
better-organized sleep, and better
cognitive control.17

SSC has also been advocated for the
nonpharmacologic management of
procedural pain. A Cochrane review
of the effect of SSC for relief of
procedural pain concluded that it
seemed to be effective for a single
painful procedure such as a heel
lance, as measured by using
composite pain indicators.'® The
review found that behavioral
indicators of pain tended to favor SSC,
whereas physiologic indicators were

generally not affected, suggesting
possible observer bias in scoring
behavioral indicators. However, small
studies have reported reduced
cortisol concentrations and decreased
autonomic indicators of pain in
preterm infants during SSC.19.20 The
authors of the Cochrane review
recommend confirmatory studies of
previous findings and call for new
studies examining optimal duration of
SSC, use in different gestational age
groups, effects of repeated use, and
long-term effects.18

Risks

Investigators initially postulated that
continuous KMC would promote
colonization with maternal flora
rather than resistant hospital flora.
Consistent with this hypothesis, meta-
analyses of randomized controlled
trials in resource-limited countries
have exhibited fewer episodes of
sepsis, necrotizing enterocolitis, and
pneumonia.l-® However, infections
may be spread among mothers,
infants, and caregivers, particularly in
multiple-bed units, as has been
reported for respiratory syncytial
virus and tuberculosis.21.22 Although
a recent report described an
association between SSC and
development of methicillin-resistant
Staphylococcus aureus infections
among infants in 1 NICU (particularly
those with very low birth weights),
the authors did not believe that
there was a causal relationship.23
Parents should be monitored

for skin infections and might

need cleansing of the skin before
infant contact. Some experts
consider infants with open lesions
(eg, open neural tube defects,
abdominal wall defects) to be
particularly at risk.

Most studies of physiologic stability
during SSC have been performed on
stable, nonintubated infants. One
meta-analysis reported a statistically
but not clinically significant increase
in body temperature (0.22°C) and

a decrease in oxygen saturation
(0.60%) in 190 term and 326
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preterm infants receiving SSC
compared with incubator care.2*
These effects were most pronounced
in nurseries in low- and middle-
income settings and in cold
environments. There was no change in
heart rate before, during, or after SSC,
and no difference was noted between
preterm and term infants. Although 1
study of 22 infants reported an
increase in desaturation and
bradycardia during SSC,25 other
studies have shown no significant
increase in desaturation, bradycardic
or apneic events, or in oxygen
consumption.26-28 Despite apparent
physiologic stability during SSC, it is
prudent that infants in the NICU be
continuously monitored and that care
be taken to verify correct head
positioning for airway patency

as well as the stability of the
endotracheal tube, arterial and venous
access devices, and other life support
equipment. Any infant who requires
careful temperature regulation or

a high-humidity environment might
have SSC delayed until he or she is
more stable.

There may be resistance among health
care providers regarding offering SSC.
This resistance could stem from fear of
harm to the infant or from lack of
experience, time, or assistance to
transfer the infant to the parent and/or
monitor the infant’s well-being. A
nursing simulation training program
may help promote acceptance of
SSC.22 Multiple guidelines for

the provision of SSC have been
published,?%-33 and each facility
needs to consider staffing, experience,
and resources in the development of
its institutional guidelines. Because
SSC has been shown to be feasible
and safe in the NICU in infants as
young as 26 weeks' gestation,3* with
benefits for both parents and infants,
facilities are encouraged to offer this
care when possible.

IMPLICATIONS FOR GLINICAL PRACTICE

1. It has been shown that skin-to-
skin care results in improved

598

breastfeeding, milk production,
parental satisfaction, and bonding.

2. Both parents can be encouraged to
provide skin-to-skin care, with
appropriate guidelines and proto-
cols, for both preterm and term
infants in the NICU.

3. Despite apparent physiologic sta-
bility during skin-to-skin care, it is
prudent that infants in the NICU
have continuous cardiovascular
monitoring and that care be taken
to monitor correct head position-
ing for airway patency as well as
the stability of the endotracheal
tube, arterial and venous access
devices, and other life support
equipment.
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From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Fri, 20 Nov 2015 09:36:57 -0500

To: Grossniklaus, Daurice (CDC/ONDIEH/NCCDPHP)
Subject: FW: Call about Baby-Friendly and safety

FYI

From: Winter, Lori [mailto: Winter-Lori@CooperHealth.edu]

Sent: Thursday, November 19, 2015 5:22 PM

To: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) <kxs5(@cdc.gov>; Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)
<hgk3@cdc.gov=

Subject: RE: Call about Baby-Friendly and safety

More specifically, 12/8 from 1-2, 12/11 anytime after 2 pm or 12/15 after 4 pm. The last date 12/15 we (AAP Task
Force on SIDS) meet to discuss final version of clinical report. Not that I am permitted to share details but at least
I'll have a better idea of timeline for publication.

Lori

Lori Feldman-Winter, MD, MPH

Div. Head, Adolescent Medicine

Cooper University Hospital

Professor of Pediatrics

CMSRU

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) [kxs5@cdc.gov]
Sent: Thursday, November 19, 2015 4:49 PM

To: Winter, Lori; Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)
Subject: RE: Call about Baby-Friendly and safety

Thank you Lori - Tuesday and Friday afternoons generally work best for me for meetings. A call will be very
helpful. Kelley

From: Winter, Lori [mailto:Winter-Lori(@CooperHealth.edu]

Sent: Thursday, November 19, 2015 3:50 PM

To: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov=
Cc: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) <kxs5@cde.gov>
Subject: RE: Call about Baby-Friendly and safety

Absolutely. The AAP is finalizing a clinical report on the subject as the new Executive Director has also been
getting pressure to make a statement. Actually one member complained about the AAP endorsing the BFHI. which it
has never done, even though AAP does endorse the Ten Steps.

(b)(3)

Let me know good days and times. Best days and times for me are Monday mornings, and Tuesday and Friday
afternoons.

Great to see you too and best regards Kelley!

Lori

Lori Feldman-Winter, MD, MPH

Div. Head, Adolescent Medicine

Cooper University Hospital

Professor of Pediatrics

CMSRU



From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP) [hgk3@cdc.gov]
Sent: Thursday, November 19, 2015 3:40 PM

To: Winter, Lori

Cc: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Subject: Call about Baby-Friendly and safety

Hi Lori, it was great to see you in Mississippi last week! Since I've been back CDC has been contacted about
SUPC, falls, and deaths as an unintended consequence of Baby-Friendly, particularly from skin-to-skin and rooming
in. The cases presented were mostly from bed sharing, so not recommended in Baby-Friendly or by AAP, but we
are still hearing concerns from hospitals. Also, Baby Friendly USA does not evaluate on skin-to-skin after the

_immediate postoartum perjod. but the General Evaluatlog aner:a does encourage it. | (b)(5)
(b)(5) |Would you be available for a call in early Decefﬁl))scr)to give us a little more information and your thoughts?
Best,
Cria
Cria Perrine, PhD

LCDR, US Public Health Service

Team Lead, Infant Feeding Team

Division of Nutrition, Physical Activity, and Obesity Centers for Disease Control and Prevention * Phone:
770.488.5183 | * Email: cperrine@cdc.gov<mailto:cperrine@cdc.gov>
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This communication, including attachments, may contain information that is confidential. It constitutes non-public
information intended to be conveyed only to the designated recipient(s). If the reader or recipient of this
communication is not the intended recipient, employee, or agent of the intended recipient who is responsible for
delivering it to the intended recipient, or you believe that you have received this communication in error, please
notify the sender immediately by return e-mail or telephone and promptly delete this e-mail, including attachments
without reading them or saving them in any manner. The unauthorized use, dissemination, distribution, or
reproduction of this e-mail, including attachments, is prohibited and may be unlawful.
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delivering it to the intended recipient, or you believe that you have received this communication in error, please
notify the sender immediately by return e-mail or telephone and promptly delete this e-mail, including attachments
without reading them or saving them in any manner. The unauthorized use, dissemination, distribution, or
reproduction of this e-mail, including attachments, is prohibited and may be unlawful.



From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Sent: Tue, 5 Jan 2016 22:05:23 -0500

To: MacGowan, Carol (CDC/ONDIEH/NCCDPHP);Murphy, Paulette
(CDC/ONDIEH/NCCDPHP)

Subject: FW: Call to discuss Baby Friendly Hospital Activities

FYI

From: Briss, Peter (CDC/ONDIEH/NCCDPHP)

Sent: Monday, January 04, 2016 10:21 AM

To: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) <kxs5@cdc.gov>
Cc: Posner, Sam (CDC/OID/NCIRD) <shpS5@cdc.gov>

Subject: FW: Call to discuss Baby Friendly Hospital Activities

Kelley, let’s talk soon about how to respond to Dr. Bass. Who else from the division should be involved
in the conversation?

PB

From: Bass, Joel L.,M.D.l (b)(6) |

Sent: Wednesday, December 23, 2015 9:12 AM

To: Briss, Peter (CDC/ONDIEH/NCCDPHP) <pxb5@cdc.gov>

Cc: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) <kxs5@cdc.gov>; Posner, Sam (CDC/OID/NCIRD)

<shp5@cdc.gov>
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Thanks Peter... | appreciate these efforts and think that is a good first step in addressing the skin to skin
issue. That is however only one of several problems regarding the CDC endorsement. There are
problems with several other baby friendly steps and safe sleep particularly the emphasis on exclusivity ,
24/7 rooming-in, and pacifier use to name a few. There are also legitimate issues re the value of
universal certification (which the CDC has called for) and its actual impact on breastfeeding rates. | think
our original plan to put together a package of published research materials and review them together
still make sense. This is a complex issue with important ramifications.

Regards...

Joel

Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time
Harvard Medical School

From: Briss, Peter (CDC/ONDIEH/NCCDPHP) [mailto:pxb5@cdc.gov]
Sent: Wednesday, December 23, 2015 8:56 AM
To: Bass, Joel L.,M.D.




Cc: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP); Posner, Sam (CDC/OID/NCIRD)
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Joel,

Thank you for your follow up. As you'll see from the detailed response below from our program, CDC,
Baby-Friendly USA, and the AAP are taking your concerns very seriously. Please let us know if you have
additional thoughts.

Peter

Dear Dr. Bass,

Thank you for speaking to CDC on November 18, 2015 regarding your concerns about unsafe
implementation of the Ten Steps to Successful Breastfeeding and the potential for unintended and
serious consequences such as sudden unexpected postnatal collapse (SUPC) and falls in the hospital
maternity ward. We take your concerns seriously. Infant safety is of the highest priority whether
hospital practices are implemented within or outside of the Baby Friendly Hospital Initiative (BFHI). The
purpose of this letter is to inform you of the actions we have taken to emphasize safe implementation of
the Ten Steps.

In response to the specific concerns you raised that hospitals may be implementing the Ten Steps
incorrectly or in an unsafe manner when referring to the Guidelines and Evaluation Criteria (GEC) posted
by Baby-Friendly USA, we immediately contacted the Executive Director of Baby-Friendly USA, Trish
MacEnroe, and had a call on November 19 to discuss the GEC. Although the GEC document includes
clear language on page 5 of the Preamble that “Each participating facility assumes full responsibility for
assuring that its implementation of the BFHI is consistent with all of its safety protocols, existing
agreements, and legal obligations,” we requested that language on safe implementation be made more
prominent throughout the document when each step is described. We also requested clarification in the
GEC that skin-to-skin contact beyond the immediate post-partum period is not part of the Ten Steps and
not part of the evaluation criteria for Baby-Friendly designation. Baby Friendly USA is currently revising
the GEC for release in April 2016. However, we encouraged that revisions be included sooner to the
version currently online.

In a follow up call with Trish MacEnroe on December 4, we learned that Baby-Friendly USA is taking
action. The Program Committee of Baby-Friendly USA, which is made up of physicians and nurses, is
currently revising the GEC; the Executive Director is communicating with the organization that accredits
training for lactation care providers to confirm that providers are assessed on safe implementation of
the Ten Steps. Further, Baby-Friendly USA was already developing a webinar series on safe and friendly
implementation of the Ten Steps and is now considering more focused webinars on safe implementation
of practices for hospitals. We will continue to meet with Baby-Friendly USA to emphasize safe
implementation of the Ten Steps.



We also have discussed your concerns with the American Academy of Pediatrics. On December 11 we
learned that the Academy has a committee addressing safe implementation of the practices included in
the Ten Steps.

We will continue to monitor all available data on these issues and take additional steps to ensure that
hospital practices to support breastfeeding are implemented safely. Thank you for your time and
concern on these very critical issues.

Kelley S. Scanlon, PhD RD

Chief, Nutrition Branch

Division of Nutrition, Physical Activity, and Obesity,

National Center for Chronic Disease Prevention and Health Promotion
Centers for Disease Control and Prevention

Email kscanlon@cdc.gov

From: Bass, Joel L.,M.D. | (b)(6) |
Sent: Monday, December 21, 2015 3:28 PM
To: Briss, Peter (CDC/ONDIEH/NCCDPHP)

Subject: RE: Call to discuss Baby Friendly Hospital Activities

Peter... Just following up on this. It is an issue of great concern.
Thanks..
Joel

Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time
Harvard Medical School

From: Posner, Sam (CDC/ONDIEH/NCCDPHP) [mailto:shp5@cdc.gov]
Sent: Friday, December 11, 2015 1:47 PM

To: Bass, Joel L.,M.D.; Briss, Peter (CDC/ONDIEH/NCCDPHP)
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Joel,

Thank you for following up. | apologize for taking a day or two to respond. | am in the process of
transitioning to a job in a different part of the agency. Dr. Peter Briss (Medical Director for the Center)
will be picking this conversation up in my place. He will be contacting you in the next few days to follow-
up on the discussion.

Best,

Sam



From: Bass, Joel L.,M.D. | (b)(6) |
Sent: Wednesday, December 09, 2015 3:55 PM

To: Posner, Sam (CDC/ONDIEH/NCCDPHP) <shpS@cdc.gov>
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Sam... Just following up on this,,
Regards,,
Joel

Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time

Harvard Medical School

From: Posner, Sam (CDC/ONDIEH/NCCDPHP) [mailto:shp5@cdc.gov]

Sent: Monday, November 23, 2015 2:49 PM

To: Bass, Joel L.,M.D.

Cc: Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP); Scanlon, Kelley (CDC/ONDIEH/NCCDPHP); Briss,
Peter (CDC/ONDIEH/NCCDPHP)

Subject: RE: Call to discuss Baby Friendly Hospital Activities

Joel,

Thank you for talking with us on Wednesday and your follow-up e-mail this morning. | believe that we
heard your concerns very clearly and have already started discussing what needs to be done. We took
the immediate action to talk with Baby Friendly USA about steps that might be taken to enhance the
safety of mothers and infants. We are working actively to determine what the appropriate actions CDC
might take moving forward to maximally improve the range of maternal and infant outcomes. We are
all committed to making decisions based on all of the best available evidence at this time.

| would respectfully propose that we take a bit of time to review the evidence and put together
documentation we can share so we have a common set of materials for any further discussion. | believe
a common set of materials will facilitate the discussion and help clarify any remaining issues that need
to be addressed.

Best regards,
Sam

From: Bass, Joel L,M.D. | (b)(6) |
Sent: Friday, November 20, 2015 9:49 AM
To: Posner, Sam (CDC/ONDIEH/NCCDPHP) <shp5@cdc.gov>




Cc: Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP) <dbgb6@cdc.gov>; Scanlon, Kelley
(CDC/ONDIEH/NCCDPHP) <kxs5@cdc.gov>
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Sam.... Thanks for organizing a conference call Wednesday. | had hoped we could discuss the scientific
evidence that is emerging regarding sudden unexpected postnatal collapse in infancy (SUPC) and other
potential adverse outcomes from some of the established Baby Friendly practices. Unfortunately the
focus of the discussion did not really address these issues because of a significant disagreement about
the role of skin to skin care in the Baby Friendly program.

It is important to recognize that skin to skin care beyond the first hours of life is a major risk factor for
SUPC, and a principle tenet for Baby Friendly Hospital certification, a program strongly endorsed by the
CDC. Instead of focusing on the science behind SUPC and the consequences of endorsing all of the
principles of the Baby Friendly initiative, we ended up discussing the details of implementation of Baby
Friendly education and certification.

In an effort to clarify the issue | have attached a copy of the current certification guide which is posted
on the Baby Friendly website. If you look on pages 11 and 31 it is clearly stated that skin to skin should
be encouraged for the first days after birth. This has always been a core component of the program and
a key point of concern as two thirds of the SUPC events take place after the first two hours of life.

In addition, while co bedding or co sleeping is not a Baby Friendly program recommendation, the
requirements for breastfeeding exclusivity and 24 hour rooming-in often have the unintended
consequence of unobserved mothers falling asleep with their newborn in the skin to skin position. This is
a common observation of bedside clinicians, both nurses and physicians. As a result the Baby Friendly
program often produces outcomes that conflict with both AAP and NIH safe sleep policies.

Regarding the role of the CDC in promoting universal Baby Friendly certification, in addition to written
recommendations in the Oct 2015 issue of CDC Vital signs, | would suggest you take a look at the

following CDC link in which the CDC director is quoted as stating:

“Ideally, we would like every birth hospital in this country to adopt all of the ten steps and become baby
friendly”

http://www.cdc.gov/media/releases/2015/t1006-breastfeeding-support.html

It is clear that the CDC is actively promoting this program and given the written Baby Friendly
recommendation to implement prolonged skin to skin contact and the published review which | shared
documenting 400 cases of SUPC in the first days of life, | hope that we can have a more substantive
discussion in the future that focuses exclusively on how the CDC can take constructive steps going
forward which will safely support our mutual professional goals to enhance both breastfeeding and safe
sleep for all infants.

Regards...

Joel



Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time

Harvard Medical School

From: Posner, Sam (CDC/ONDIEH/NCCDPHP) [mailto:shp5@cdc.gov]

Sent: Thursday, November 12, 2015 7:44 AM

To: Bass, Joel L.,M.D.

Cc: Tuggle, Deborah (CDC/ONDIEH/NCCDPHP) (CTR); Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP);
Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Subject: Call to discuss Baby Friendly Hospital Activities

Dr. Bass,

Dr. Cono and | briefly discussed your interest in discussing potential unintended consequences of the
Baby Friendly Hospital initiative. Drs. Deb Galuska, Scanlon and | would like to schedule a call next week
to discuss the issues with you. Please send Debbi Tuggle who and | some potential times for a
conference call and we will get something scheduled. We look forward to talking with you.

Best regards,

Sam

Samuel F. Posner, PhD
Associate Director for Science
National Center for Chronic Disease Prevention and Health Promotion

Centers for Disease Control and Prevention

(770) 488 6398 (ph) shp5@cdc.gov
(404) 641 2118 (Mobile)
(770) 488 4219 (FAX)

The information in this e-mail is intended only for the person to whom it is
addressed. If you believe this e-mail was sent to you in error and the e-mail
contains patient information, please contact the Partners Compliance HelpLine at
http://www.partners.org/complianceline . If the e-mail was sent to you in error
but does not contain patient information, please contact the sender and properly
dispose of the e-mail.




From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Wed, 21 Sep 2016 00:33:39 +0000
To: Voetsch, Karen P, (CDC/ONDIEH/NCCDPHP)
Subject: FW: Call to discuss Baby Friendly Hospital Activities

Am looking through old emails to add to your timeline. See highlighted below.

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Sent: Friday, November 20, 2015 1:13 PM

To: Murphy, Paulette (CDC/ONDIEH/NCCDPHP) <pem1@cdc.gov>; Grossniklaus, Daurice
(CDC/ONDIEH/NCCDPHP) <dtg3@cdc.gov>; Perrine, Cria G. (CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov>;
MacGowan, Carol (CDC/ONDIEH/NCCDPHP) <dvx2@cdc.gov>

Subject: FW: Call to discuss Baby Friendly Hospital Activities

To keep you all posted on this issue

From: Posner, Sam (CDC/ONDIEH/NCCDPHP)

Sent: Friday, November 20, 2015 12:28 PM

To: Bauer, Ursula (CDC/ONDIEH/NCCDPHP) <iws8@cdc.gov>; Cucchi, Sean (CDC/ONDIEH/NCCDPHP)
<axz7 @cdc.gov>; Briss, Peter (CDC/ONDIEH/NCCDPHP) <pxb5@cdc.gov>

Cc: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) <kxs5@cdc.gov>; Galuska, Deborah A.
(CDC/ONDIEH/NCCDPHP) <dbgé@cdc.gov>; Collins, Janet L. (CDC/ONDIEH/NCCDPHP) <jlcl@cdc.gov>
Subject: FW: Call to discuss Baby Friendly Hospital Activities

All,

Below are three e-mails relevant to the discussion that we had yesterday in triage about concerns over
endorsement of the Baby Friendly Initiative. The initial call from Dr. Bass came to OADS/Joanne Cono.
She forwarded this to me and we scheduled the call with Dr. Bass on Wednesday. Below are three e-
mails that provide the follow-up summary of the call and a proposed response. The first e-mail is a
follow-up from Kelley, second is a follow-up from Dr. and third a proposed response to Dr. Bass that |
drafted this morning. | would like your thoughts on the response and who it should come from|  (b)(5)

(b)(5)

(b)(3) |Perhaps

we can discuss on Monday.
Best,
Sam

EMAIL 1
Sam,

Thank you for setting up the call with Dr. Bass. It was an important call, but | found it difficult to finish
my responses to Dr. Bass as he became angry. It was also difficult not to respond or engage when his
statements were not fully accurate or not consistent with Baby-Friendly USA designation criteria. |
learned a lot from this interaction. For the next call | would like to meet with you in advance to plan the
time we each have to speak.



Dr. Bass raised some valid concerns on the call. | am following up on his concerns regarding sudden
unexpected postnatal collapse (SUPC) and falls in the hospital maternity ward to be certain that Baby-
Friendly USA is doing everything possible to ensure the safety of infants. We had a call with the
Executive Director of Baby-Friendly USA yesterday and | requested that the safety procedures be
clarified and made more prominent in their Guidelines and Evaluation Criteria (GEC) because some
hospitals are implementing the Ten Steps to Successful Breastfeeding without going through the
extensive training that is required for Baby-Friendly designation. Further, clarification of the practices
and safety procedures in the GEC will ensure that all training is consistent in emphasizing infant safety
and the practices that are evaluated for Baby-Friendly designation. The Executive Director is meeting
with the Board of Baby-Friendly USA today to discuss safety of practices and hospital interpretation and
implementation of the guidelines and evaluation criteria. | will keep you posted on this issue.

Sincerely, Kelley

Kelley S. Scanlon, PhD RD

Chief, Nutrition Branch

Division of Nutrition, Physical Activity, and Obesity,

National Center for Chronic Disease Prevention and Health Promotion
Centers for Disease Control and Prevention

Email kscanlon@cdc.gov

EMAIL 2

From: Bass, Joel L,M.D} (b)(6) |

Sent: Friday, November 20, 2015 9:49 AM

To: Posner, Sam (CDC/ONDIEH/NCCDPHP) <shp5S@cdc.gov>

Cc: Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP) <dbgb6@cdc.gov>; Scanlon, Kelley
(CDC/ONDIEH/NCCDPHP) <kxs5@cdc.gov>

Subject: RE: Call to discuss Baby Friendly Hospital Activities

Sam.... Thanks for organizing a conference call Wednesday. | had hoped we could discuss the scientific
evidence that is emerging regarding sudden unexpected postnatal collapse in infancy (SUPC) and other
potential adverse outcomes from some of the established Baby Friendly practices. Unfortunately the
focus of the discussion did not really address these issues because of a significant disagreement about
the role of skin to skin care in the Baby Friendly program.

It is important to recognize that skin to skin care beyond the first hours of life is a major risk factor for
SUPC, and a principle tenet for Baby Friendly Hospital certification, a program strongly endorsed by the
CDC. Instead of focusing on the science behind SUPC and the consequences of endorsing all of the
principles of the Baby Friendly initiative, we ended up discussing the details of implementation of Baby
Friendly education and certification.

In an effort to clarify the issue | have attached a copy of the current certification guide which is posted
on the Baby Friendly website. If you look on pages 11 and 31 it is clearly stated that skin to skin should



be encouraged for the first days after birth. This has always been a core component of the program and
a key point of concern as two thirds of the SUPC events take place after the first two hours of life.

In addition, while co bedding or co sleeping is not a Baby Friendly program recommendation, the
requirements for breastfeeding exclusivity and 24 hour rooming-in often have the unintended
consequence of unobserved mothers falling asleep with their newborn in the skin to skin position. This is
a common observation of bedside clinicians, both nurses and physicians. As a result the Baby Friendly
program often produces outcomes that conflict with both AAP and NIH safe sleep policies.

Regarding the role of the CDC in promoting universal Baby Friendly certification, in addition to written
recommendations in the Oct 2015 issue of CDC Vital signs, | would suggest you take a look at the

following CDC link in which the CDC director is quoted as stating:

“Ideally, we would like every birth hospital in this country to adopt all of the ten steps and become baby
friendly”

http://www.cdc.gov/media/releases/2015/t1006-breastfeeding-support.html

It is clear that the CDC is actively promoting this program and given the written Baby Friendly
recommendation to implement prolonged skin to skin contact and the published review which | shared
documenting 400 cases of SUPC in the first days of life, | hope that we can have a more substantive
discussion in the future that focuses exclusively on how the CDC can take constructive steps going
forward which will safely support our mutual professional goals to enhance both breastfeeding and safe
sleep for all infants.

Regards...

Joel

Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time
Harvard Medical School

EMAIL 3

(b))







From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Wed, 21 Sep 2016 00:35:27 +0000
To: Voetsch, Karen P, (CDC/ONDIEH/NCCDPHP)
Subject: FW: Call to discuss Baby Friendly Hospital Activities

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Sent: Tuesday, January 05, 2016 10:04 PM

To: Briss, Peter (CDC/ONDIEH/NCCDPHP) <pxb5@cdc.gov>

Cc: Posner, Sam (CDC/OID/NCIRD) <shp5@cdc.gov>; Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP)
<dbgb@cdc.gov>; Perrine, Cria G. (CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov>

Subject: RE: Call to discuss Baby Friendly Hospital Activities

Hi Peter,
| would also like to have Deb Galuska and Cria Perrine involved in the conversation. -Kelley

From: Briss, Peter (CDC/ONDIEH/NCCDPHP)

Sent: Monday, January 04, 2016 10:21 AM

To: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) <kxs5@cdc.gov>
Cc: Posner, Sam (CDC/OID/NCIRD) <shp5@cdc.gov>

Subject: FW: Call to discuss Baby Friendly Hospital Activities

Kelley, let’s talk soon about how to respond to Dr. Bass. Who else from the division should be involved
in the conversation?

PB

From: Bass, Joel L.,M.D.| (b)(6) |

Sent: Wednesday, December 23, 2015 9:12 AM

To: Briss, Peter (CDC/ONDIEH/NCCDPHP) <pxb5@cdc.gov>

Cc: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) <kxs5@cdc.gov>; Posner, Sam (CDC/OID/NCIRD)

<shp5@cdc.gov>
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Thanks Peter... | appreciate these efforts and think that is a good first step in addressing the skin to skin
issue. That is however only one of several problems regarding the CDC endorsement. There are
problems with several other baby friendly steps and safe sleep particularly the emphasis on exclusivity ,
24/7 rooming-in, and pacifier use to name a few. There are also legitimate issues re the value of
universal certification (which the CDC has called for) and its actual impact on breastfeeding rates. | think
our original plan to put together a package of published research materials and review them together
still make sense. This is a complex issue with important ramifications.

Regards...



Joel

Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time
Harvard Medical School

From: Briss, Peter (CDC/ONDIEH/NCCDPHP) [mailto:pxb5@cdc.gov]

Sent: Wednesday, December 23, 2015 8:56 AM

To: Bass, Joel L.,M.D.

Cc: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP); Posner, Sam (CDC/OID/NCIRD)
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Joel,

Thank you for your follow up. As you'll see from the detailed response below from our program, CDC,
Baby-Friendly USA, and the AAP are taking your concerns very seriously. Please let us know if you have
additional thoughts.

Peter

Dear Dr. Bass,

Thank you for speaking to CDC on November 18, 2015 regarding your concerns about unsafe
implementation of the Ten Steps to Successful Breastfeeding and the potential for unintended and
serious consequences such as sudden unexpected postnatal collapse (SUPC) and falls in the hospital
maternity ward. We take your concerns seriously. Infant safety is of the highest priority whether

hospital practices are implemented within or outside of the Baby Friendly Hospital Initiative (BFHI). The
purpose of this letter is to inform you of the actions we have taken to emphasize safe implementation of
the Ten Steps.

In response to the specific concerns you raised that hospitals may be implementing the Ten Steps
incorrectly or in an unsafe manner when referring to the Guidelines and Evaluation Criteria (GEC) posted
by Baby-Friendly USA, we immediately contacted the Executive Director of Baby-Friendly USA, Trish
MacEnroe, and had a call on November 19 to discuss the GEC. Although the GEC document includes
clear language on page 5 of the Preamble that “Each participating facility assumes full responsibility for
assuring that its implementation of the BFHI is consistent with all of its safety protocols, existing
agreements, and legal obligations,” we requested that language on safe implementation be made more
prominent throughout the document when each step is described. We also requested clarification in the
GEC that skin-to-skin contact beyond the immediate post-partum period is not part of the Ten Steps and
not part of the evaluation criteria for Baby-Friendly designation. Baby Friendly USA is currently revising



the GEC for release in April 2016. However, we encouraged that revisions be included sooner to the
version currently online.

In a follow up call with Trish MacEnroe on December 4, we learned that Baby-Friendly USA is taking
action. The Program Committee of Baby-Friendly USA, which is made up of physicians and nurses, is
currently revising the GEC; the Executive Director is communicating with the organization that accredits
training for lactation care providers to confirm that providers are assessed on safe implementation of
the Ten Steps. Further, Baby-Friendly USA was already developing a webinar series on safe and friendly
implementation of the Ten Steps and is now considering more focused webinars on safe implementation
of practices for hospitals. We will continue to meet with Baby-Friendly USA to emphasize safe
implementation of the Ten Steps.

We also have discussed your concerns with the American Academy of Pediatrics. On December 11 we
learned that the Academy has a committee addressing safe implementation of the practices included in
the Ten Steps.

We will continue to monitor all available data on these issues and take additional steps to ensure that
hospital practices to support breastfeeding are implemented safely. Thank you for your time and
concern on these very critical issues.

Kelley S. Scanlon, PhD RD

Chief, Nutrition Branch

Division of Nutrition, Physical Activity, and Obesity,

National Center for Chronic Disease Prevention and Health Promotion
Centers for Disease Control and Prevention

Email kscanlon@cdc.gov

From: Bass, Joel L.,M.D| (b)(6)
Sent: Monday, December 21, 2015 3:28 PM
To: Briss, Peter (CDC/ONDIEH/NCCDPHP)

Subject: RE: Call to discuss Baby Friendly Hospital Activities

Peter... Just following up on this. Itis an issue of great concern.
Thanks..
Joel

Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time

Harvard Medical School



From: Posner, Sam (CDC/ONDIEH/NCCDPHP) [mailto:shp5@cdc.gov]
Sent: Friday, December 11, 2015 1:47 PM

To: Bass, Joel L.,M.D.; Briss, Peter (CDC/ONDIEH/NCCDPHP)
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Joel,

Thank you for following up. | apologize for taking a day or two to respond. | am in the process of
transitioning to a job in a different part of the agency. Dr. Peter Briss (Medical Director for the Center)
will be picking this conversation up in my place. He will be contacting you in the next few days to follow-
up on the discussion.

Best,

Sam

From: Bass, Joel L.,M.D. | (b)(6) |
Sent: Wednesday, December 09, 2015 3:55 PM

To: Posner, Sam (CDC/ONDIEH/NCCDPHP) <shp5@cdc.gov>
Subject: RE: Call to discuss Baby Friendly Hospital Activities

Sam... Just following up on this,,
Regards,,
Joel

Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time
Harvard Medical School

From: Posner, Sam (CDC/ONDIEH/NCCDPHP) [mailto:shp5@cdc.gov]

Sent: Monday, November 23, 2015 2:49 PM

To: Bass, Joel L.,M.D.

Cc: Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP); Scanlon, Kelley (CDC/ONDIEH/NCCDPHP); Briss,
Peter (CDC/ONDIEH/NCCDPHP)

Subject: RE: Call to discuss Baby Friendly Hospital Activities

Joel,

Thank you for talking with us on Wednesday and your follow-up e-mail this morning. | believe that we
heard your concerns very clearly and have already started discussing what needs to be done. We took
the immediate action to talk with Baby Friendly USA about steps that might be taken to enhance the
safety of mothers and infants. We are working actively to determine what the appropriate actions CDC
might take moving forward to maximally improve the range of maternal and infant outcomes. We are
all committed to making decisions based on all of the best available evidence at this time.



| would respectfully propose that we take a bit of time to review the evidence and put together
documentation we can share so we have a common set of materials for any further discussion. | believe
a common set of materials will facilitate the discussion and help clarify any remaining issues that need
to be addressed.

Best regards,
Sam

From: Bass, Joel L., M.D. | (b)(6) |

Sent: Friday, November 20, 2015 9:49 AM

To: Posner, Sam (CDC/ONDIEH/NCCDPHP) <shp5@cdc.gov>

Cc: Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP) <dbgb@cdc.gov>; Scanlon, Kelley
(CDC/ONDIEH/NCCDPHP) <kxs5@cdc.gov>

Subject: RE: Call to discuss Baby Friendly Hospital Activities

Sam.... Thanks for organizing a conference call Wednesday. | had hoped we could discuss the scientific
evidence that is emerging regarding sudden unexpected postnatal collapse in infancy (SUPC) and other
potential adverse outcomes from some of the established Baby Friendly practices. Unfortunately the
focus of the discussion did not really address these issues because of a significant disagreement about
the role of skin to skin care in the Baby Friendly program.

It is important to recognize that skin to skin care beyond the first hours of life is a major risk factor for
SUPC, and a principle tenet for Baby Friendly Hospital certification, a program strongly endorsed by the
CDC. Instead of focusing on the science behind SUPC and the consequences of endorsing all of the
principles of the Baby Friendly initiative, we ended up discussing the details of implementation of Baby
Friendly education and certification.

In an effort to clarify the issue | have attached a copy of the current certification guide which is posted
on the Baby Friendly website. If you look on pages 11 and 31 it is clearly stated that skin to skin should
be encouraged for the first days after birth. This has always been a core component of the program and
a key point of concern as two thirds of the SUPC events take place after the first two hours of life.

In addition, while co bedding or co sleeping is not a Baby Friendly program recommendation, the
requirements for breastfeeding exclusivity and 24 hour rooming-in often have the unintended
consequence of unobserved mothers falling asleep with their newborn in the skin to skin position. This is
a common observation of bedside clinicians, both nurses and physicians. As a result the Baby Friendly
program often produces outcomes that conflict with both AAP and NIH safe sleep policies.

Regarding the role of the CDC in promoting universal Baby Friendly certification, in addition to written
recommendations in the Oct 2015 issue of CDC Vital signs, | would suggest you take a look at the
following CDC link in which the CDC director is quoted as stating:

“Ideally, we would like every birth hospital in this country to adopt all of the ten steps and become baby
friendly”

http://www.cdc.gov/media/releases/2015/t1006-breastfeeding-support.html




It is clear that the CDC is actively promoting this program and given the written Baby Friendly
recommendation to implement prolonged skin to skin contact and the published review which | shared
documenting 400 cases of SUPC in the first days of life, | hope that we can have a more substantive
discussion in the future that focuses exclusively on how the CDC can take constructive steps going
forward which will safely support our mutual professional goals to enhance both breastfeeding and safe
sleep for all infants.

Regards...

Joel

Joel L Bass MD

Chair, Department of Pediatrics
Newton-Wellesley Hospital
Professor of Pediatrics, Part-time
Harvard Medical School

From: Posner, Sam (CDC/ONDIEH/NCCDPHP) [mailto:shp5@cdc.gov]

Sent: Thursday, November 12, 2015 7:44 AM

To: Bass, Joel L.,M.D.

Cc: Tuggle, Deborah (CDC/ONDIEH/NCCDPHP) (CTR); Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP);
Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Subject: Call to discuss Baby Friendly Hospital Activities

Dr. Bass,

Dr. Cono and | briefly discussed your interest in discussing potential unintended consequences of the
Baby Friendly Hospital initiative. Drs. Deb Galuska, Scanlon and | would like to schedule a call next week
to discuss the issues with you. Please send Debbi Tuggle who and | some potential times for a
conference call and we will get something scheduled. We look forward to talking with you.

Best regards,

Sam

Samuel F. Posner, PhD
Associate Director for Science
National Center for Chronic Disease Prevention and Health Promotion

Centers for Disease Control and Prevention

(770) 488 6398 (ph) shp5@cdc.gov
(404) 641 2118 (Mobile)
(770) 488 4219 (FAX)

The information in this e-mail is intended only for the person to whom it is
addressed. If you believe this e-mail was sent to you in error and the e-mail



contains patient information, please contact the Partners Compliance HelpLine at
http://www.partners.org/complianceline . If the e-mail was sent to you in error
but does not contain patient information, please contact the sender and properly
dispose of the e-mail.




From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Thu, 8 Sep 2016 01:08:04 +0000

To: Galuska, Deborah A, (CDC/ONDIEH/NCCDPHP);Voetsch, Karen P.
(CDC/ONDIEH/NCCDPHP);Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP)

Cc: Flores-Ayala, Rafael C. (CDC/ONDIEH/NCCDPHP);Murphy, Paulette
(CDC/ONDIEH/NCCDPHP)

Subject: FW: CDC response to questions about the Ten Steps to Successful Breastfeeding

Follow up from Kelley with AAP about safety issues of Baby-Friendly after they were also contacted by
Dr. Bass.

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Sent: Wednesday, December 09, 2015 6:33 AM

To: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov>; MacGowan, Carol
(CDC/ONDIEH/NCCDPHP) <dvx2@cdc.gov>; Grossniklaus, Daurice (CDC/ONDIEH/NCCDPHP)
<dtg3@cdc.gov>

Subject: Fw: CDC response to questions about the Ten Steps to Successful Breastfeeding

Keeping you posted.

From: Dreyer, Benard 4 (b)(6) |

Sent: Wednesday, December 9, 2015 4:38 AM

To: Remley, Karen; Scanlon, Kelley (CDC/ONDIEH/NCCDPHP); Auerbach, John (CDC/OD/OADP)
Cc: Collins, Janet L. (CDC/ONDIEH/NCCDPHP); Perrin, James,M.D.; O'Connor, Ann E.
(CDC/ONDIEH/NCCDPHP); Dreyer, Benard; Hassink, Sandra; Suchyta, Roger; Tait, Fan
Subject: RE: CDC response to questions about the Ten Steps to Successful Breastfeeding

Dear Kelley,

I want to add my thanks to those of Karen. I am extremely impressed with your response to this issue
and look forward to ongoing follow-up. As a pediatrician who works in two hospitals who went through
the Baby Friendly 10 Steps successfully and as one of the lead pediatricians in both those endeavors, I
appreciate the rigorous process that Baby Friendly has designed as well as the concerns of some
practicing pediatricians regarding safety (especially SUPC and falls). Your involvement is much
appreciated.

Best,
Benard

Benard P. Dreyer, MD, FAAP

President-Elect, American Academy of Pediatrics (AAP)
Professor of Pediatrics

Director of Developmental-Behavioral Pediatrics

NYU School of Medicine

Director of Pediatrics, Bellevue Hospital Center
Follow me @BenardDreyer

Phone: (212) 263-0788



Cell: | (b)(6) |
Fax:  (646) 501-6933

From: Remley, Karen | (b)(6) |

Sent: Tuesday, December 08, 2015 7:40 PM

To: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP); Auerbach, John (CDC/OD/OADP)

Cc: Collins, Janet L. (CDC/ONDIEH/NCCDPHP); Perrin, James,M.D.; O'Connor, Ann E.
(CDC/ONDIEH/NCCDPHP); Dreyer, Benard; Hassink, Sandra; Suchyta, Roger; Tait, Fan

Subject: RE: CDC response to questions about the Ten Steps to Successful Breastfeeding

Dear Kelley,

Thank you very much for sharing with me the conversations and subsequent actions you have taken to
address this pediatrician’s issues. | am impressed by your thorough and thoughtful response, resulting
in better care for babies.

| will share your email with our leadership.

This is a great example of how the AAP and CDC work closely together addressing concerns of our
members and the public.

Thank you for your service.

Very best
Karen

Karen Remley, MD, MBA, MPH, FAAP
CEO/Executive Director

The American Academy of Pediatrics

Professor Pediatrics, Eastern Virginia Medical School
141 Northwest Point Blvd.

Elk Grove Village, IL 60007-1098

1-847-434-7500

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP) [mailto:kxs5@cdc.gov]

Sent: Monday, December 7, 2015 2:40 PM

To: Remley, Karen 4 (b)(6) |

Cc: Collins, Janet L. (CDC/ONDIEH/NCCDPHP) <jlc1@cdc.gov>; O'Connor, Ann E.
(CDC/ONDIEH/NCCDPHP) <fxy8@cdc.gov>

Subject: CDC response to questions about the Ten Steps to Successful Breastfeeding

Dear Dr. Remley,

Thank you for reaching out to Dr. Collins to discuss information shared with the AAP Board about the
Baby-Friendly Hospital Initiative. We were also contacted by Dr. Joel Bass, Chair of the Department of
Pediatrics at Newton-Wellesley Hospital in Massachusetts, about CDC’s endorsement of the Baby-



Friendly Hospital Initiative. | want to share with you our conversation with Dr. Bass and the follow up we
have had with Baby-Friendly USA.

When we spoke to Dr. Bass on November 18 we learned that he was specifically concerned about
unsafe implementation of the Ten Steps to Successful Breastfeeding resulting in potential unintended
and serious consequences such as sudden unexpected postnatal collapse (SUPC) and falls in the hospital
maternity ward. Newton-Wellesley Hospital is not a Baby-Friendly designated hospital, but Dr. Bass
implied that the Guidelines and Evaluation Criteria (GEC) document posted on the Baby-Friendly website
is used to promote and implement the Ten Steps. He is correct that Baby-Friendly USA added this
document to their website in recent years to be more transparent about the Baby-Friendly process.
However, the document should not serve as a substitute for what is a rigorous process to implement the
Ten Steps to Successful Breastfeeding and achieve the Baby-Friendly designation, including completion
of all required trainings and an onsite assessment by Baby-Friendly USA. Dr. Bass raises a valid concern if
hospital staff are implementing the Ten Steps to Successful Breastfeeding without or prior to going
through the extensive training that is required for Baby-Friendly designation and the technical assistance
provided by Baby-Friendly USA.

We are unaware of any specific evidence of an increase in SUPC or falls in the hospital maternity ward
when a hospital moves to Baby-Friendly designation. However, Dr. Bass forwarded to us case reports of
SUPC that emphasize the importance of safe maternity care practices. In one of the papers (Thach
2014), 18 cases of SUPC are described. While there is no mention as to whether any of the cases
occurred in a Baby-Friendly designated hospital, 14 of the 18 cases occurred after a mother and infant
fell asleep together in the maternity ward bed, often while breastfeeding. The author incorrectly states
that the Baby Friendly Hospital Initiative encourages bed sharing. Baby-Friendly USA does not
recommend bed sharing and bed sharing is not part of step 7 (“Practice rooming-in — allow mothers and
infants to remain together twenty-four hours a day).” Further, 1 of the 18 cases in the report by Thach
occurred while the mother and infant were in skin-to-skin contact that was not supervised by hospital
staff. A second manuscript forwarded to us by Dr. Bass includes a collection of SUPC cases from various
reports. Dr. Bass was specifically concerned with a report from Spain reporting an increase in SUPC
considered to be associated with increased practice of skin-to-skin contact without adequate
surveillance. We are obtaining the primary paper to evaluate the methods used but we agree that skin-
to-skin should not be practiced without adequate supervision.

In response to the concerns raised by Dr. Bass that hospitals may be implementing the Ten Steps
incorrectly when referring to the Guidelines and Evaluation Criteria (GEC), we contacted the Executive
Director of Baby-Friendly USA, Trish MacEnroe, and had a call on November 19 to discuss this issue. We
requested that the safety procedures be clarified and made more prominent in the GEC. For example,
we asked Baby-Friendly to clearly state in the GEC that bed sharing is not recommended and to
emphasize that the immediate skin-to-skin contact that is part of step 4 (“Help mothers initiate
breastfeeding within one hour of birth.” ) be supervised by hospital health care staff as described in the
training materials. We also requested clarification in the GEC of a practice that is encouraged but is not
part of the Ten Steps and not part of the evaluation criteria for Baby-Friendly designation, specifically
skin-to-skin contact beyond the immediate post-partum period. Baby Friendly USA is currently revising
the GEC for release in April 2016. However, we encouraged that revisions be included sooner to the
version currently online. | had a follow up call with Trish MacEnroe on December 4 and learned that
Baby-Friendly USA is taking action. The Program Committee of Baby-Friendly USA, which is made up of
physicians and nurses, is currently working on the language in the GEC and is aware of the issues raised
by CDC; the Executive Director is communicating with the organization that accredits training for



lactation care providers; and Baby-Friendly USA is developing a webinar series on safe and friendly
implementation of the Ten Steps and is now considering more focused webinars on safe implementation
of practices for hospitals. | will continue to meet with Baby-Friendly USA to emphasize safe
implementation of the Ten Steps to Successful Breastfeeding.

Please let me know if you have any questions or would like to discuss any of these issues by phone.

Sincerely,
Kelley

Kelley S. Scanlon, PhD RD

Chief, Nutrition Branch

Division of Nutrition, Physical Activity, and Obesity,

National Center for Chronic Disease Prevention and Health Promotion
Centers for Disease Control and Prevention

Email kscanlon@cdc.gov

This email message, including any attachments, is for the sole use of the intended recipient(s)
and may contain information that is proprietary, confidential, and exempt from disclosure under
applicable law. Any unauthorized review, use, disclosure, or distribution is prohibited. If you
have received this email in error please notify the sender by return email and delete the original
message. Please note, the recipient should check this email and any attachments for the presence
of viruses. The organization accepts no liability for any damage caused by any virus transmitted
by this email.




From: MacGowan, Carol (CDC/ONDIEH/NCCDPHP)

Sent: Thu, 15 Feb 2018 12:56:40 +0000
To: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)
Subject: FW: Celebrating Black HerStory
See below.
From: Kimarie Bugg | (b)(6) |
Sent: Thursday, February 15, 2018 5:36 AM
To: Andrea Sera no| (b)(6) ||'enesha Sellers
| (b)(6) { Mary Jackson| (b)(B) I Mia Burrell
(b)6) Asia Ivey { (b)(6) | Rubye Stafford
Betty Neal| (b)(6) |Georgina Howard
| (b)(6) } Muswamba Mwambal| (b)(6)
Wendell <gbugg@emory.edu>; Wanda Holder| (b)(6) [ Robert Jackson
| (b)(8) | Sahira Long <slong@dcbfc.org>; Michal Young <m_a_young@howard.edu>;
Jeretha McKinley| (b)(6) } Burnham, Laura| (b)(6) |
carolyn.frazier | (b)(6) | Kimberley Broomfield-Massey
| B)6) | Diana Derigd (b)(®) |
Cc: Vijaya K. Hogan | (b)(6) [ Merewood, Annel (b)(6) |

Subject: Celebrating Black HerStory

https://www.babyfriendlyusa.org/newsviews-pages/mothers-of-memphis

This is a blog ROSE coordinated to assist in combating some of the press "fed is best" is
getting. PLEASE share widely!!

Kimarie Bugg, DNP(s)/MSN/FNP-BC/MPH/CLC/IBCLC
President/CEO and Change Leader

Reaching Our Sisters Everywhere, Inc (ROSE)

Chair, Nominating Committee,

United States Breastfeeding Committee (2015-2017)
404-719-4297

3035 Stone Mountain St. #1076

Lithonia, Georgia 30058
https://www.youtube.com/watch?v=PA8hdfoblgw&t=19s
ROSE Summit 2017

www.BreastfeedingRose.org

www.Facebook.com/BreastfeedingRose
www.twitter.com/Support_Rose




From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Fri, 12 May 2017 17:50:20 +0000

To: Flores-Ayala, Rafael C. (CDC/ONDIEH/NCCDPHP)
Subject: FW: ControlledCorres_ASD and hyperbili_04292014_2
Attachments: ControlledCorres_ASD and hyperbili_04292014_2.docx

FYI, this is the original correspondence from Christie del Castillo-Hegyi, one of the co-founders of Fed is
Best. Kelley asked that we limit sharing because it contains her personal story. She tells her story on the
Fed is Best website, so that may be of less concern now. Attached is the joint response from Kelley and
Cindy Moore from Birth Defects.

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Sent: Wednesday, May 21, 2014 9:19 AM

To: Grossniklaus, Daurice (CDC/ONDIEH/NCCDPHP) <dtg3@cdc.gov>; Perrine, Cria G.
(CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov>

Subject: FW: ControlledCorres_ASD and hyperbili_04292014 2

Fyi - please do not forward original email from mom

From: Moore, Cynthia (CDC/ONDIEH/NCBDDD)

Sent: Tuesday, April 29, 2014 11:01 AM

To: Belser-Vega, Elizabeth (CDC/ONDIEH/NCBDDD)

Cc: Boyle, Coleen (CDC/ONDIEH/NCBDDD); Scanlon, Kelley (CDC/ONDIEH/NCCDPHP); Smith, Kimberly
E. (CDC/ONDIEH/NCBDDD)

Subject: ControlledCorres_ASD and hyperbili_04292014 2

Hopefully final version with a couple of typos corrected.
Thanks,

Cindy

From: Christie del Castillo-Hegyi | (b)(6) |

Sent: Friday, March 28, 2014 7:22 AM

To: CDC Speakers Bureau

Subject: Hypothesis about the rising prevalence of autism from a physician, scientist and mother of an
autistic child

Hello,
Please read and forward to the CDC director.
Thank you for you consideration.

Christie del Castillo-Hegyi, MD



age 1133

b)(6)



age 1134

b)(6)



_/C U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

w Centers for Disease Control

and Prevention (CDC)
Atlanta GA 30333

April 28,2014
Christie del Castillo-Hegyi, M.D.

(b)(6)

Dear Dr. Del Castillo-Hegyi:

On behalf of Dr. Frieden, thank you for your letter sharing your family’s experience. We
recognize your commitment to your son’s health and the health of all infants. You raise
important questions about current guidance to exclusively breastfeed, neonatal
hyperbilirubinema, and increasing numbers of children with autism spectrum disorder (ASD) —
and possible connections among these factors. The Centers for Disease Control and Prevention
(CDC) is always interested in insights from astute clinicians and moms such as yourself, because
these insights have led to many scientific discoveries. Scientists in CDC’s Division of Birth
Defects and Developmental Disabilities (where our ASD activities are located) and the Division
of Nutrition, Physical Activity, and Obesity (where our breastfeeding activities are located) read
your letter and our response follows. Because these issues may overlap, we have laid them out in
a way we hope you will find helpful. We have also included a few references at the end of this
letter.

The American Academy of Pediatrics (AAP) recommends exclusive breastfeeding for about six
months followed by continued breastfeeding as complementary foods are introduced until the
infant is at least one year of age (AAP, 2012). Our work at CDC is focused on supporting women
who breastfeed through policy and environmental approaches. We emphasize improvement in
maternity care practices to support breastfeeding women as well as measures to support
breastfeeding women when they return home and to their employment. During the hospital stay,
breastfeeding women are encouraged to exclusively breastfeed their newborn infant unless a
supplement is medically indicated. Medical indications to supplement such as an infant’s weight
loss of 8% to 10% accompanied by delayed lactogenesis and/or evidence of dehydration are
outlined in Academy of Breastfeeding Medicine (ABM) clinical protocol for supplementary
feeding in healthy term newborns (ABM, 2009). When an infant has early feeding difficulties,
professional lactation support is critical to work with the mother and infant to overcome these
feeding difficulties. Part of this support 1s monitoring for indications to supplement and working
with mother when a supplement is needed; however, early feeding difficulties do not always
indicate the need for a supplement. Because unnecessary supplementation can interfere with the
establishment of breastfeeding and lead to a shorter duration of breastfeeding, it should be
avoided. The American Academy of Pediatrics recommends hospital routines that optimize



opportunities and support for mothers to exclusively breastfeed but also acknowledges the role of
pediatricians in assessing the adequacy of breastfeeding and any indication for supplementation
(AAP, 2012).

Poor breastfeeding with inadequate caloric intake during the first days of life increases the risk
for early neonatal jaundice. The mechanisms have been well-described and are related to
developmental limitations in bilirubin metabolism and transport that are physiologically normal
for newborns. The ABM has also provided a clinical protocol for management of serum bilirubin
concentrations while breastfeeding, again including indications for supplementation (ABM,
2010). In addition, breastfeeding difficulty associated hypernatremia has been widely reported in
the medication literature and sometimes has been associated with severe consequences. A recent
population-based, prospective study in the UK (Oddie, 2013) found that severe hypernatremia in
newborns was rare (about 1 in 100,000 live births) and primarily associated with breastfeeding
difficulties. Short-term outcomes for these infants appear to be good; however, long-term studies
are lacking.

As you have learned by looking through the scientific literature, there have been several studies
assessing the possible association of jaundice and ASD. In 2011, a systematic review and meta-
analysis of eleven studies showed a pooled risk estimate of 1.43 which was statistically
significant (Amin et al., 2011). This finding of a 43% increase was seen in studies where the
majority of infants were born at term. The authors noted a limitation that this finding is based on
observational studies which can only show an association between factors and cannot prove
causality. However, such a review may be the stimulus for more research.

While feeding problems in children with ASD have been documented in several studies, the
possible association between breastfeeding difficulties and ASD has been less studied. A 2013
study from Sweden (Barnevik-Olsson, 2013) reports a significantly higher number of
consultations for early regulatory problems such as feeding and sleeping difficulties among
children with a later diagnosis of ASD. While it is known that older children with autism may
have difficulties with eating, this study measured feeding problems reported during the first two
years of life during consultations before a diagnosis of autism. Regarding breastfeeding, the
practice has been found to be associated with a lesser risk for ASD and other neurological
disorders, but there is some literature proposing that early difficulties with breastfeeding may be
positively associated with ASD. A recent study found a higher odds of ASD with shorter
durations of exclusive breastfeeding and shorter durations of any breastfeeding. The study also
reported 48% higher odds for ASD with late initiation of breast-feeding (Al-Farsi, 2010). The
findings in this small study need to be supported by additional studies.

A number of studies have documented various delays in motor skills as well as other neurologic
problems in children with ASD (Chukoskie, 2013). It is not known if an underlying neurologic
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problem such as oral motor dysfunction might predispose infants with ASD to breastfeeding
difficulties that present before a diagnosis of ASD. Changes in the cerebellum which, as you
know, is important for coordination and motor learning have been documented in numerous
studies (Fatimi, 2012) and most recently, areas of disorganization in the neocortex have been
identified in children with autism who had died (Stoner, 2014). The changes described would
have occurred prenatally.

CDC is working closely with the Food and Drug Administration (FDA) to support the Infant
Feeding Practices Study II, a national longitudinal study of 4,902 pregnant women and their
infants, 3,033 of whom were followed through the first 12 months postpartum with nearly
monthly questionnaires. The study provides detailed information about infant diet, including
breast milk and infant formula, factors that contribute to infant feeding practices, infant
morbidity, dietary patterns of pregnant and postpartum women, and other factors
(http://www.cdc.gov/ifps/). A follow up study of the children at age six years was recently
completed and will be released in September 2014.

To help identify factors that may put children at risk for autism and other developmental
disabilities, CDC is conducting one of the largest studies in the United States called the Study to
Explore Early Development (SEED). SEED is looking at numerous risk factors for ASD such as
genetic factors, environmental factors, and the interaction between genetic and environmental
factors that have not been explored in other studies. SEED collects a variety of information on
perinatal factors, such as preterm birth, found to increase the risk for ASD in previous studies.
We collect less information on postnatal factors, such as jaundice, which also may be important.
Through SEED we collect basic information on jaundice and early feeding difficulties; however,
we have not collected information on breastfeeding difficulties per se. We will take a look at the
information we have related to jaundice and feeding difficulties and we will also share your letter
with our collaborators working on SEED through the CDC-funded Centers for Autism and
Developmental Disabilities Research and Epidemiology. Your letter will stimulate discussion on
what further information could be collected as part of this effort.

It’s difficult to succinctly sum up where we are in the search for causes of ASD. We agree with
your conclusion that the increases in ASD prevalence cannot be due to changes in the genetic
make-up of the population. We know that having some genetic conditions such as Down
syndrome is a strong risk factor for ASD. We also know that some environmental exposures
prenatally increase the risk, and we are identifying more and more genetic variants that also
appear to increase the risk — often in concert with environmental exposures. We know that some
of the increase is due to better identification of children across a broad phenotype of children
with ASD. We have identified a number of additional factors such as parental age, but we know
there must be others.
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Again, we thank you for sharing your story and motivating us to continue to explore the difficult
questions. You have gone above and beyond to help your child thrive by continuing to
breastfeed for 20 months. However, a mother always wants to know the “why” when her child
has developmental challenges, and many times will feel guilt even in the absence of an answer. It
is so distressing that the safeguards which have been put in place to help mothers successfully
breastfeed did not prevent your baby’s need for ICU care shortly after birth.

To conclude, at this point in time we have found connections between difficulties in
breastfeeding, jaundice and ASD, but we don’t know if there is a causal pathway or the direction
of the pathway if it exists. Both promoting successful breastfeeding and finding the causes of
autism will remain important public health issues for CDC. We wish your family well in the
future and remain available if further questions or concerns arise.

Sincerely,

Cynthia A. Moore, M.D., Ph.D. Kelley S. Scanlon, Ph.D., R.D.

Director Lead Epidemiologist

Division on Birth Defects and Epidemiology and Surveillance Team
Developmental Disabilities Division of Nutrition, Physical Activity, and Obesity
National Center on Birth Defects and National Center for Chronic Disease Prevention and
Developmental Disabilities Health Promotion

Centers for Disease Control and Prevention Centers for Disease Control and Prevention
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From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Tue, 2 May 2017 18:16:04 +0000

To: Voetsch, Karen P, (CDC/ONDIEH/NCCDPHP)

Subject: FW: ControlledCorres_ASD and hyperbili_04292014_2
Attachments: ControlledCorres_ASD and hyperbili_04292014_2.docx

From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Monday, May 01, 2017 10:47 AM

To: Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP) <bfy2@cdc.gov>
Subject: FW: ControlledCorres_ASD and hyperbili_04292014 2

Kelley asked we not forward the original email below, because it contains personal information. So
please only share as needed. Kelley and Cindy Moore from Birth Defects wrote a joint response —
attached. I'll forward Christie del Castillo-Hegyi’s response to this letter.

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Sent: Wednesday, May 21, 2014 9:19 AM

To: Grossniklaus, Daurice (CDC/ONDIEH/NCCDPHP) <dtg3@cdc.gov>; Perrine, Cria G.
(CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov>

Subject: FW: ControlledCorres_ASD and hyperbili_04292014_2

Fyi - please do not forward original email from mom

From: Moore, Cynthia (CDC/ONDIEH/NCBDDD)

Sent: Tuesday, April 29, 2014 11:01 AM

To: Belser-Vega, Elizabeth (CDC/ONDIEH/NCBDDD)

Cc: Boyle, Coleen (CDC/ONDIEH/NCBDDD); Scanlon, Kelley (CDC/ONDIEH/NCCDPHP); Smith, Kimberly
E. (CDC/ONDIEH/NCBDDD)

Subject: ControlledCorres_ASD and hyperbili_04292014_2

Hopefully final version with a couple of typos corrected.
Thanks,

Cindy

From: Christie del Castillo-Hegyi| (b)(6)

Sent: Friday, March 28, 2014 7:22 AM

To: CDC Speakers Bureau

Subject: Hypothesis about the rising prevalence of autism from a physician, scientist and mother of an
autistic child

Hello,
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_/C U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

w Centers for Disease Control

and Prevention (CDC)
Atlanta GA 30333

April 28,2014
Christie del Castillo-Hegyi, M.D.

(b)(6)

Dear Dr. Del Castillo-Hegyi:

On behalf of Dr. Frieden, thank you for your letter sharing your family’s experience. We
recognize your commitment to your son’s health and the health of all infants. You raise
important questions about current guidance to exclusively breastfeed, neonatal
hyperbilirubinema, and increasing numbers of children with autism spectrum disorder (ASD) —
and possible connections among these factors. The Centers for Disease Control and Prevention
(CDC) is always interested in insights from astute clinicians and moms such as yourself, because
these insights have led to many scientific discoveries. Scientists in CDC’s Division of Birth
Defects and Developmental Disabilities (where our ASD activities are located) and the Division
of Nutrition, Physical Activity, and Obesity (where our breastfeeding activities are located) read
your letter and our response follows. Because these issues may overlap, we have laid them out in
a way we hope you will find helpful. We have also included a few references at the end of this
letter.

The American Academy of Pediatrics (AAP) recommends exclusive breastfeeding for about six
months followed by continued breastfeeding as complementary foods are introduced until the
infant is at least one year of age (AAP, 2012). Our work at CDC is focused on supporting women
who breastfeed through policy and environmental approaches. We emphasize improvement in
maternity care practices to support breastfeeding women as well as measures to support
breastfeeding women when they return home and to their employment. During the hospital stay,
breastfeeding women are encouraged to exclusively breastfeed their newborn infant unless a
supplement is medically indicated. Medical indications to supplement such as an infant’s weight
loss of 8% to 10% accompanied by delayed lactogenesis and/or evidence of dehydration are
outlined in Academy of Breastfeeding Medicine (ABM) clinical protocol for supplementary
feeding in healthy term newborns (ABM, 2009). When an infant has early feeding difficulties,
professional lactation support is critical to work with the mother and infant to overcome these
feeding difficulties. Part of this support 1s monitoring for indications to supplement and working
with mother when a supplement is needed; however, early feeding difficulties do not always
indicate the need for a supplement. Because unnecessary supplementation can interfere with the
establishment of breastfeeding and lead to a shorter duration of breastfeeding, it should be
avoided. The American Academy of Pediatrics recommends hospital routines that optimize



opportunities and support for mothers to exclusively breastfeed but also acknowledges the role of
pediatricians in assessing the adequacy of breastfeeding and any indication for supplementation
(AAP, 2012).

Poor breastfeeding with inadequate caloric intake during the first days of life increases the risk
for early neonatal jaundice. The mechanisms have been well-described and are related to
developmental limitations in bilirubin metabolism and transport that are physiologically normal
for newborns. The ABM has also provided a clinical protocol for management of serum bilirubin
concentrations while breastfeeding, again including indications for supplementation (ABM,
2010). In addition, breastfeeding difficulty associated hypernatremia has been widely reported in
the medication literature and sometimes has been associated with severe consequences. A recent
population-based, prospective study in the UK (Oddie, 2013) found that severe hypernatremia in
newborns was rare (about 1 in 100,000 live births) and primarily associated with breastfeeding
difficulties. Short-term outcomes for these infants appear to be good; however, long-term studies
are lacking.

As you have learned by looking through the scientific literature, there have been several studies
assessing the possible association of jaundice and ASD. In 2011, a systematic review and meta-
analysis of eleven studies showed a pooled risk estimate of 1.43 which was statistically
significant (Amin et al., 2011). This finding of a 43% increase was seen in studies where the
majority of infants were born at term. The authors noted a limitation that this finding is based on
observational studies which can only show an association between factors and cannot prove
causality. However, such a review may be the stimulus for more research.

While feeding problems in children with ASD have been documented in several studies, the
possible association between breastfeeding difficulties and ASD has been less studied. A 2013
study from Sweden (Barnevik-Olsson, 2013) reports a significantly higher number of
consultations for early regulatory problems such as feeding and sleeping difficulties among
children with a later diagnosis of ASD. While it is known that older children with autism may
have difficulties with eating, this study measured feeding problems reported during the first two
years of life during consultations before a diagnosis of autism. Regarding breastfeeding, the
practice has been found to be associated with a lesser risk for ASD and other neurological
disorders, but there is some literature proposing that early difficulties with breastfeeding may be
positively associated with ASD. A recent study found a higher odds of ASD with shorter
durations of exclusive breastfeeding and shorter durations of any breastfeeding. The study also
reported 48% higher odds for ASD with late initiation of breast-feeding (Al-Farsi, 2010). The
findings in this small study need to be supported by additional studies.

A number of studies have documented various delays in motor skills as well as other neurologic
problems in children with ASD (Chukoskie, 2013). It is not known if an underlying neurologic
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problem such as oral motor dysfunction might predispose infants with ASD to breastfeeding
difficulties that present before a diagnosis of ASD. Changes in the cerebellum which, as you
know, is important for coordination and motor learning have been documented in numerous
studies (Fatimi, 2012) and most recently, areas of disorganization in the neocortex have been
identified in children with autism who had died (Stoner, 2014). The changes described would
have occurred prenatally.

CDC is working closely with the Food and Drug Administration (FDA) to support the Infant
Feeding Practices Study II, a national longitudinal study of 4,902 pregnant women and their
infants, 3,033 of whom were followed through the first 12 months postpartum with nearly
monthly questionnaires. The study provides detailed information about infant diet, including
breast milk and infant formula, factors that contribute to infant feeding practices, infant
morbidity, dietary patterns of pregnant and postpartum women, and other factors
(http://www.cdc.gov/ifps/). A follow up study of the children at age six years was recently
completed and will be released in September 2014.

To help identify factors that may put children at risk for autism and other developmental
disabilities, CDC is conducting one of the largest studies in the United States called the Study to
Explore Early Development (SEED). SEED is looking at numerous risk factors for ASD such as
genetic factors, environmental factors, and the interaction between genetic and environmental
factors that have not been explored in other studies. SEED collects a variety of information on
perinatal factors, such as preterm birth, found to increase the risk for ASD in previous studies.
We collect less information on postnatal factors, such as jaundice, which also may be important.
Through SEED we collect basic information on jaundice and early feeding difficulties; however,
we have not collected information on breastfeeding difficulties per se. We will take a look at the
information we have related to jaundice and feeding difficulties and we will also share your letter
with our collaborators working on SEED through the CDC-funded Centers for Autism and
Developmental Disabilities Research and Epidemiology. Your letter will stimulate discussion on
what further information could be collected as part of this effort.

It’s difficult to succinctly sum up where we are in the search for causes of ASD. We agree with
your conclusion that the increases in ASD prevalence cannot be due to changes in the genetic
make-up of the population. We know that having some genetic conditions such as Down
syndrome is a strong risk factor for ASD. We also know that some environmental exposures
prenatally increase the risk, and we are identifying more and more genetic variants that also
appear to increase the risk — often in concert with environmental exposures. We know that some
of the increase is due to better identification of children across a broad phenotype of children
with ASD. We have identified a number of additional factors such as parental age, but we know
there must be others.
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Again, we thank you for sharing your story and motivating us to continue to explore the difficult
questions. You have gone above and beyond to help your child thrive by continuing to
breastfeed for 20 months. However, a mother always wants to know the “why” when her child
has developmental challenges, and many times will feel guilt even in the absence of an answer. It
is so distressing that the safeguards which have been put in place to help mothers successfully
breastfeed did not prevent your baby’s need for ICU care shortly after birth.

To conclude, at this point in time we have found connections between difficulties in
breastfeeding, jaundice and ASD, but we don’t know if there is a causal pathway or the direction
of the pathway if it exists. Both promoting successful breastfeeding and finding the causes of
autism will remain important public health issues for CDC. We wish your family well in the
future and remain available if further questions or concerns arise.

Sincerely,

Cynthia A. Moore, M.D., Ph.D. Kelley S. Scanlon, Ph.D., R.D.

Director Lead Epidemiologist

Division on Birth Defects and Epidemiology and Surveillance Team
Developmental Disabilities Division of Nutrition, Physical Activity, and Obesity
National Center on Birth Defects and National Center for Chronic Disease Prevention and
Developmental Disabilities Health Promotion

Centers for Disease Control and Prevention Centers for Disease Control and Prevention
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From: MacGowan, Carol (CDC/ONDIEH/NCCDPHP)

Sent: Thu, 13 Jul 2017 17:24:44 +0000
To: Voetsch, Karen P, (CDC/ONDIEH/NCCDPHP)
Subject: FW: DEADLINE EXTENDED: Sign On by Fri, July 21: REVISED Open Letter to Fed Is

Best Foundation

Click on the link to see the content of the letter. This is to keep you up to date.

From: office@usbreastfeeding.org [mailto:office @usbreastfeeding.org]

Sent: Thursday, July 13, 2017 1:12 PM

To: MacGowan, Carol (CDC/ONDIEH/NCCDPHP) <dvx2@cdc.gov>

Subject: DEADLINE EXTENDED: Sign On by Fri, July 21: REVISED Open Letter to Fed Is Best Foundation

**apologies for cross-posting**

DEADLINE EXTENDED: Sign On by Fri, July 21: REVISED Open Letter to Fed Is Best
Foundation

COMPLETE THE SIGN ON FORM
READ THE REVISED LETTER

Dear Member Organization Primary/Poll Contacts,

Thank you to the 30+ organizations who have signed on to the Open Letter to the Fed Is Best
Foundation. We already have a broad and diverse group of organizations represented.

Since we sent the original sign-on invitation, we have received some very constructive expert
feedback which has led us to revise the letter slightly — specifically in its tone, but not its
substance. Please read the revised Open Letter.

Given this development, we have extended the deadline for sign-ons to next Friday, July 21.

For those organizations that HAVE already signed on, we plan to include your organization’s
name on the Open Letter unless we hear from you by Friday, July 21, that you would like to be
removed. To "opt-out" please contact Adrianna Logalbo, Managing Director at 1,000 Days, by
email (Adrianna@thousanddays.org) or phone (202-969-4125).

For those organizations that HAVE NOT yet signed on, you can still do so on the form.

As a reminder: all national, state, and local USBC member and partner organizations are invited
to sign on to the Open Letter. See original invitation below for additional background and
details.

Thank you again for your support.




From: USBC Headquarters
Sent: Friday, June 23, 2017 8:14 AM
Subject: Sign On by Fri, July 7: Open Letter to Fed Is Best Foundation

**apologies for cross-posting**

SIGN ON BY FRIDAY, JULY 7: OPEN LETTER TO FOUNDERS OF FED IS BEST
FOUNDATION

COMPLETE THE SIGN ON FORM

READ THE LETTER

Dear Member Organization Primary/Poll Contacts,

There is growing concern in the "First Food Field" about the Fed Is Best (FIB) Foundation's
increasingly aggressive efforts to undermine mothers' confidence in breastfeeding. Over the past
several months, FIB has engaged in what could be characterized as a well-orchestrated
disinformation campaign aiming to raise doubts about the safety of exclusive breastfeeding.
Their messages attempt to draw links between the practice of exclusive breastfeeding by parents,
as well as its education and promotion by health care providers, and the tragic deaths and injuries
of babies.

FIB uses fear-based messaging and imagery to put out a false narrative that mothers who
exclusively breastfeed might be inadvertently putting their babies' health at risk. FIB has a large
and growing following on Facebook and recently managed to garner national media coverage of
a story it had been promoting to its network that linked breastfeeding to a specific infant's death
in California in 2012. (If you were not previously aware of these stories, see this document with
several links to new clippings.) Furthermore, FIB advocates and surrogates have engaged in
increasingly aggressive rhetoric directed at organizations involved in breastfeeding education
and support, including WHO, UNICEF, the Academy of Breastfeeding Medicine, and Baby-
Friendly USA.

Out of concern for how FIB is undermining our collective efforts to support families to reach
their breastfeeding goals, several organizations have been in joint discussions about organizing a
response, both before and after the USBC-hosted Media Networking Call on this topic on April
24. In consultation with a number of partners, USBC member organization 1,000 Days has
developed an "Open Letter" to invite FIB's co-founders to engage in a constructive
dialogue about their concerns with representatives from the field. This approach gives FIB the
benefit of the doubt, assuming that they share our goal of working collaboratively to improve the
health and well-being of our nation's families.

All national, state, and local USBC member and partner organizations are invited to sign-
on to this letter (deadline Friday, July 7). It is our hope to gather sign-ons from a broad and
diverse group of organizations working to strengthen supports for families across all sectors of
society.



We believe that a coordinated response will be particularly impactful and send a much-needed
message to FIB and its supporters that we are committed to working with all interested
stakeholders to ensure that families have access to the timely and skilled care they need. It will
also convey our concerns that FIB's messaging and tactics are problematic and ultimately
diverting attention from addressing the underlying issue—the lack of adequate postpartum
support.

To confirm the process, we will send the letter to the FIB co-founders first, and subsequently
post it publicly. We cannot predict how FIB will respond — they with either go on the attack or
accept the invitation to a meeting. The organizing partners are planning for both scenarios and
will report out on the results to all organizations that sign on.

The sign on form also asks if you would be interested/willing to have a representative of your
organization at the meeting with FIB, if such a meeting occurs. Note that, due to the likelihood of
a large number of signers and the limitations of structuring such a meeting in a way that
maximizes diplomacy, we will not be able to accommodate all interested parties.

If you have questions, please don’t hesitate to be in touch with Adrianna Logalbo, Managing
Director at 1,000 Days, by email| (b)(6) ) or phone | (b)(6)

Thank you in advance for your support.

Note: This message is being sent to the Primary/Poll Contacts for the national USBC member
organizations and state breastfeeding coalitions, as well as the Advocacy & Media Contacts for
national member and partner organizations.

United States Breastfeeding Committee (USBC)
4044 N Lincoln Ave, # 288

Chicago, IL 60618

Phone: 773/359-1549

Fax: 773/313-3498

office(@usbreastfeeding.org
www.usbreastfeeding.org

Note: You are on this distribution list because you are currently set as Primary/Poll Contact on
your USBC Member Organization's Group Profile in the USBC website. If you need help
updating these contacts, please e-mail office(@usbreastfeeding.org.




From: Nelson, Jennifer M. (CDC/ONDIEH/NCCDPHP)

Sent: Wed, 26 Jul 2017 18:35:00 +0000

To: Joan Meek

Subject: FW: DEADLINE EXTENDED: Sign On by Fri, July 21: REVISED Open Letter to Fed Is
Best Foundation

Attachments: 2017-07-xx FIB Open Letter - revised.pdf

Hey Joan,

Great talking with you today. Since the revised letter was distributed by USBC, I’'m assuming you’ve seen
it.

Jennifer

From: office@usbreastfeeding.org [mailto:office @usbreastfeeding.org]

Sent: Thursday, July 13, 2017 1:12 PM

To: MacGowan, Carol (CDC/ONDIEH/NCCDPHP) <dvx2@cdc.gov>

Subject: DEADLINE EXTENDED: Sign On by Fri, July 21: REVISED Open Letter to Fed Is Best Foundation

**apologies for cross-posting**

DEADLINE EXTENDED: Sign On by Fri, July 21: REVISED Open Letter to Fed Is Best
Foundation

COMPLETE THE SIGN ON FORM
READ THE REVISED LETTER

Dear Member Organization Primary/Poll Contacts,

Thank you to the 30+ organizations who have signed on to the Open Letter to the Fed Is Best
Foundation. We already have a broad and diverse group of organizations represented.

Since we sent the original sign-on invitation, we have received some very constructive expert
feedback which has led us to revise the letter slightly — specifically in its tone, but not its
substance. Please read the revised Open Letter.

Given this development, we have extended the deadline for sign-ons to next Friday, July 21.

For those organizations that HAVE already signed on, we plan to include your organization’s
name on the Open Letter unless we hear from you by Friday, July 21, that you would like to be
removed. To "opt-out" please contact Adrianna Logalbo, Managing Director at 1,000 Days, by
email | (b)(6) lorphone [ (®)6) |




For those organizations that HAVE NOT yet signed on, you can still do so on the form.

As a reminder: all national, state, and local USBC member and partner organizations are invited
to sign on to the Open Letter. See original invitation below for additional background and
details.

Thank you again for your support.

From: USBC Headquarters
Sent: Friday, June 23, 2017 8:14 AM
Subject: Sign On by Fri, July 7: Open Letter to Fed Is Best Foundation

**apologies for cross-posting**

SIGN ON BY FRIDAY, JULY 7: OPEN LETTER TO FOUNDERS OF FED IS BEST
FOUNDATION

COMPLETE THE SIGN ON FORM

READ THE LETTER

Dear Member Organization Primary/Poll Contacts,

There is growing concern in the "First Food Field" about the Fed Is Best (FIB) Foundation's
increasingly aggressive efforts to undermine mothers' confidence in breastfeeding. Over the past
several months, FIB has engaged in what could be characterized as a well-orchestrated
disinformation campaign aiming to raise doubts about the safety of exclusive breastfeeding.
Their messages attempt to draw links between the practice of exclusive breastfeeding by parents,
as well as its education and promotion by health care providers, and the tragic deaths and injuries
of babies.

FIB uses fear-based messaging and imagery to put out a false narrative that mothers who
exclusively breastfeed might be inadvertently putting their babies' health at risk. FIB has a large
and growing following on Facebook and recently managed to garner national media coverage of
a story it had been promoting to its network that linked breastfeeding to a specific infant's death
in California in 2012. (If you were not previously aware of these stories, see this document with
several links to new clippings.) Furthermore, FIB advocates and surrogates have engaged in
increasingly aggressive rhetoric directed at organizations involved in breastfeeding education
and support, including WHO, UNICEF, the Academy of Breastfeeding Medicine, and Baby-
Friendly USA.

Out of concern for how FIB is undermining our collective efforts to support families to reach
their breastfeeding goals, several organizations have been in joint discussions about organizing a
response, both before and after the USBC-hosted Media Networking Call on this topic on April
24. In consultation with a number of partners, USBC member organization 1,000 Days has
developed an "Open Letter" to invite FIB's co-founders to engage in a constructive



dialogue about their concerns with representatives from the field. This approach gives FIB the
benefit of the doubt, assuming that they share our goal of working collaboratively to improve the
health and well-being of our nation's families.

All national, state, and local USBC member and partner organizations are invited to sign-
on to this letter (deadline Friday, July 7). It is our hope to gather sign-ons from a broad and
diverse group of organizations working to strengthen supports for families across all sectors of
society.

We believe that a coordinated response will be particularly impactful and send a much-needed
message to FIB and its supporters that we are committed to working with all interested
stakeholders to ensure that families have access to the timely and skilled care they need. It will
also convey our concerns that FIB's messaging and tactics are problematic and ultimately
diverting attention from addressing the underlying issue—the lack of adequate postpartum
support.

To confirm the process, we will send the letter to the FIB co-founders first, and subsequently
post it publicly. We cannot predict how FIB will respond — they with either go on the attack or
accept the invitation to a meeting. The organizing partners are planning for both scenarios and
will report out on the results to all organizations that sign on.

The sign on form also asks if you would be interested/willing to have a representative of your
organization at the meeting with FIB, if such a meeting occurs. Note that, due to the likelihood of
a large number of signers and the limitations of structuring such a meeting in a way that
maximizes diplomacy, we will not be able to accommodate all interested parties.

If you have questions, please don’t hesitate to be in touch with Adrianna Logalbo, Managing
Director at 1,000 Days, by emaill (b)(6) | or phone| (b)(6) |

Thank you in advance for your support.

Note: This message is being sent to the Primary/Poll Contacts for the national USBC member
organizations and state breastfeeding coalitions, as well as the Advocacy & Media Contacts for
national member and partner organizations.

United States Breastfeeding Committee (USBC)
4044 N Lincoln Ave, # 288

Chicago, IL 60618

Phone: 773/359-1549

Fax: 773/313-3498

office(@usbreastfeeding.org
www.usbreastfeeding.org




Note: You are on this distribution list because you are currently set as Primary/Poll Contact on
your USBC Member Organization's Group Profile in the USBC website. If you need help

updating these contacts, please e-mail office(@usbreastfeeding.org.



July xx, 2017
Dear Dr. Castillo-Hegyi and Ms. Segrave-Daly:

We write to you as fellow advocates for the health and well-being of infants and their families.
We believe that we share a common goal—to ensure that every baby gets the strongest start to
life. It is in that spirit that we extend an invitation to you to discuss the concerns that you and
your organization, the Fed Is Best Foundation, have raised with respect to our nation's infant
feeding recommendations and associated health care practices.

We believe the ground we have in common is far greater than the areas where we may have
disagreement. For the sake of all children, mothers and families, we therefore seek ways to
unite in a shared vision rather than engaging in divisive messaging. For example, we all agree
that the health of the baby is the ultimate goal, that infant feeding is a highly personal decision,
that the mother should be fully informed of her options in making this decision, that nobody
has the right to impose their beliefs or values on another, and that no infant, mother, or family
should suffer as a result of ineffective support or care practices. We also agree that many
physicians and other health care providers need improved training and education to ensure
their competency to properly diagnose and address infant feeding issues, and that improved
continuity of care is needed to enable new mothers to access timely, integrated, and
continuous care throughout the prenatal and postpartum periods.

That’s a lot of common ground to build on.

Where we seem to disagree is on the root cause behind the tragic stories that Fed Is Best has
recently highlighted. That is where we would hope to engage in some honest and constructive
dialogue to find shared messaging focused on providing the accurate and unbiased information
families need to make their personal infant feeding decisions, along with the appropriate care
and support they need to implement those decisions.

We believe that we can be most effective in serving moms and babies when we attack the root
causes of problems, rather than each other. For this reason, we invite you to meet with us to
talk about your concerns and discuss ways we can work together to ensure that no family has
to endure the pain and heartbreak of a baby who doesn’t get the nutrition they need to thrive.
We hope that you will take us up on our offer and look forward to receiving your response.

Sincerely,



From: Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP)

Sent: Thu, 23 Mar 2017 09:32:07 -0400

To: Nelson, Jennifer M. (CDC/DDNID/NCCDPHP/DNPAO)
Subject: FW: Dr. Bass response

Attachments: OADS_Bass_response data run.docx, in hospital deaths.xlsx

From: Cox, Shanna (CDC/ONDIEH/NCCDPHP)

Sent: Thursday, March 23, 2017 9:07 AM

To: Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP)

Cc: Galuska, Deborah A. (CDC/ONDIEH/NCCDPHP) ; Foster, Sarah (CDC/ONDIEH/NCCDPHP) ; Parks
Brown, Sharyn (CDC/ONDIEH/NCCDPHP) ; Olson, Christine (CDC/ONDIEH/NCCDPHP)

Subject: FW: Dr. Bass response

FYI per your comments| (b)(5)

(b)(5) |

Shanna

From: Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP)

Sent: Thursday, March 23, 2017 8:54 AM

To: Cox, Shanna (CDC/ONDIEH/NCCDPHP) <cio8@cdc.gov>; Briss, Peter (CDC/ONDIEH/NCCDPHP)
<pxb5@cdc.gov>; Foster, Sarah (CDC/ONDIEH/NCCDPHP) <sjfA@cdc.gov>

Subject: RE: Dr. Bass response

Thanks. see a couple of comments in response. Glad this is wrapping up.

From: Cox, Shanna (CDC/ONDIEH/NCCDPHP)

Sent: Wednesday, March 22, 2017 11:20 AM

To: Briss, Peter (CDC/ONDIEH/NCCDPHP) <pxb5@cdc.gov>; Foster, Sarah (CDC/ONDIEH/NCCDPHP)
<sifd@cdc.gov>; Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP) <bfy2@cdc.gov>

Subject: RE: Dr. Bass response

See response to OADS comment
Thanks for shepherding this through Peter

Shanna

From: Briss, Peter (CDC/ONDIEH/NCCDPHP)
Sent: Wednesday, March 22, 2017 10:50 AM



To: Foster, Sarah (CDC/ONDIEH/NCCDPHP) <sjf4@cdc.gov>; Cox, Shanna (CDC/ONDIEH/NCCDPHP)
<cio8@cdc.gov>; Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP) <bfy2 @cdc.gov>
Subject: RE: Dr. Bass response

Janelle, looping you in as | intended the first time.

Peter A. Briss, MD, MPH
Director, Office of Medicine and Science
Medical Director

National Center for Chronic Disease Prevention and Health Promotion
Centers for Disease Control and Prevention

770-488-5410
pbriss@cdc.gov

From: Briss, Peter (CDC/ONDIEH/NCCDPHP)

Sent: Wednesday, March 22, 2017 10:40 AM

To: Foster, Sarah (CDC/ONDIEH/NCCDPHP) <sjf4@cdc.gov>; Cox, Shanna (CDC/ONDIEH/NCCDPHP)
<cio8@cdc.gov>

Subject: FW: Dr. Bass response

(b)(5) |How do you folks feel about this version?

Peter A. Briss, MD, MPH
Director, Office of Medicine and Science
Medical Director

National Center for Chronic Disease Prevention and Health Promotion
Centers for Disease Control and Prevention

770-488-5410
pbriss@cdc.gov

From: Cono, Joanne (CDC/OD/OADS)

Sent: Wednesday, March 22, 2017 9:51 AM

To: Briss, Peter (CDC/ONDIEH/NCCDPHP) <pxb5@cdc.gov>
Subject: RE: Dr. Bass response

Hi Peter,



Patty and | have looked closely at the data and last letter. Here is our suggested revision with a few
guestions. I've provided just a clean copy, because the track changes version was quite confusing. Please
feel free to mark it up. As “outsiders,” to this topic we may have inadvertently misstated some things or
over-reached, so please don’t hesitate to set us straight.

Thanks again for the super nice and thorough data provided too. Sorry this has been such an effort for
many. Hopefully, we'll be as responsive as possible.

Joanne

From: Briss, Peter (CDC/ONDIEH/NCCDPHP)

Sent: Monday, March 20, 2017 10:11 AM

To: Cono, Joanne (CDC/OD/OADS) <bzcb@cdc.gov>
Subject: Re: Dr. Bass response

Any further news?

Sent from my BlackBerry 10 smartphone.

From: Cono, Joanne (CDC/OD/OADS)

Sent: Wednesday, March 15, 2017 12:31 PM

To: Briss, Peter (CDC/ONDIEH/NCCDPHP)

Cc: Foster, Sarah (CDC/ONDIEH/NCCDPHP); Cox, Shanna (CDC/ONDIEH/NCCDPHP)
Subject: RE: Dr. Bass response

Thanks to you all and DRH for quickly pulling this together. I’ll be back in touch.

Joanne

From: Briss, Peter (CDC/ONDIEH/NCCDPHP)

Sent: Wednesday, March 15, 2017 10:44 AM

To: Cono, Joanne (CDC/OD/OADS) <bzcb@cdc.gov>

Cc: Foster, Sarah (CDC/ONDIEH/NCCDPHP) <sjf4@cdc.gov>; Cox, Shanna (CDC/ONDIEH/NCCDPHP)
<cio8@cdc.gov>

Subject: FW: Dr. Bass response

Thanks to DRH for pulling together| (b)(5)
(b)(5)

Please let us know if you need anything else.
PB

Peter A. Briss, MD, MPH
Director, Office of Medicine and Science
Medical Director

National Center for Chronic Disease Prevention and Health Promotion

Centers for Disease Control and Prevention



770-488-5410
pbriss@cdc.gov
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From: Voetsch, Karen P. (CDC/ONDIEH/NCCDPHP)

Sent: Tue, 2 May 2017 07:56:14 -0400

To: Perrine, Cria G. (CDC/DDNID/NCCDPHP/DNPAOQ)

Cc: Gunn, Janelle P. (CDC/DDNID/NCCDPHP/DNPAO);DNPAQ/Health Policy Team
(CDC);Torres, Monica (CDC/DDNID/NCCDPHP/DNPAO)

Subject: FW: DUE 5/4: Draft for the Castillo Response for Folder 2384430
Attachments: RESPONSE REQUIRED: Topic: Dangers of the Baby-Frien, Priority: Medium,

Mode: Email [ref:_00DUQYCBU._500t05C6tK:ref], 2379661 Baby-Friendly Initiative, Fed is Best, Christie
del Castillo-Heg....docx

Hi Cria,

| wanted you to be aware of this request. Since Janelle is going to be traveling Tues-Thurs, | will help
craft a response and will share with you before it goes forward. Janelle will share any materials that
she’s developed before she leaves.

Thanks.

Karen

From: DNPAO/Health Policy Team (CDC)

Sent: Monday, May 01, 2017 12:46 PM

To: Bosso, Eileen T. (CDC/ONDIEH/NCCDPHP) <guz3@cdc.gov>; Voetsch, Karen P,
(CDC/ONDIEH/NCCDPHP) <kmp9@cdc.gov>

Subject: FW: DUE 5/4: Draft for the Castillo Response for Folder 2384430

From: Johnson, Margaret Sarti (CDC/ONDIEH/NCCDPHP)

Sent: Monday, May 1, 2017 12:45:44 PM (UTC-05:00) Eastern Time (US & Canada)

To: Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP); Voetsch, Karen P. (CDC/ONDIEH/NCCDPHP);
DNPAQO/Health Policy Team (CDC)

Cc: Johnson, Abigail P. (CDC/ONDIEH/NCCDPHP); Johnson, Margaret Sarti (CDC/ONDIEH/NCCDPHP)

Subject: DUE 5/4: Draft for the Castillo Response for Folder 2384430

Hello Janelle,

I’m sending the attached draft response and the original email for the Castillo request. The draft response
uses verbiage t'rom| (b)(5) II’ctcr reviewed and (b)(5)

(b)(3)

Please review, revise as necessary and send back to me by COB Thursday May 4th,




Thanks and let me know if you have any questions,
Margaret

From: Dean, Contessa J. (CDC/0OD/0CS)

Sent: Monday, May 01, 2017 11:59 AM

To: Johnson, Margaret Sarti (CDC/ONDIEH/NCCDPHP) <kcy3@cdc.gov>; Johnson, Abigail P.
(CDC/ONDIEH/NCCDPHP) <vmh3@cdc.gov>

Subject: Draft for the Castillo Response for Folder 2384430

Importance: High

Attached is the incoming and draft response for the Castillo letter. We prepared the draft using language
from| (b)(5) '|This is a Direct Reply for NCCDPHP, and you can edit as you see fit and send out
under the signature of who NCCDPHP thinks is appropriate. Please send me a copy of the final to close
out the folder.




From: Reply Needed from CDC

Sent: Tue, 4 Apr 2017 12:07:32 +0000
To: DIRECTOR'S INCOMING (CDC)
Subject: RESPONSE REQUIRED: Topic: Dangers of the Baby-Frien, Priority: Medium,

Mode: Email [ref:_00DUQYCBU._500t05C6tK:ref]

Please let us know as soon as possible if your group will provide the answer
to the ingquiry below or if the inquiry should be referred elsewhere, for
example to a state or local health department, another CDC program, or other
federal agency. Specific guidance on a referral and contact information would
be appreciated.

This ingquiry is being escalated because as per A-Z, anything regarding Dr.
Frieden 1s to be escalated.

Programs are asked to reply within 3 business days of receipt of this
escalation. If there is a delay, please let us know when to expect the answer
so we can share that information with the inquirer. A reminder will be sent
in 8 days; the ingquiry will be closed after 10 days.

Questions about this inquiry can be directed to the CDC-INFO Correspondence
Team by replying to this e-mail. Please reference the ingquiry number below
and include the e-mail thread line in your response. The thread line is the
e-mail chain including this e-mail and the original e-mail request. To
include the thread line, reply to this message without deleting the
historical e-mail chain.

Thank you,
K.C.

The privacy of the ingquirer should be protected in any transmission or
storage of this e-mail.



From : null

To :cdeinfoledc.gov

Date :2017-03-30 01:27:59

Subject :CDC-INFO: Inquiry

Subject: Dangers of the Baby-Friendly Hospital Initiatiwve
From: Clinician

Email Address: christie@fedisbest.org

Your Question: Dear Dr. Friedan,

I am one of the Co-Founders of the Fed is Best Foundation, emergency
physician and former newborn brain injury scientist, Dr. Christie del
Castillo-Hegyi. You may have heard of the starvation death of Landon Johnson
that occurred because of the management of a Baby-Friendly hospital. Since
the beginning ¢f my campaign 2 years ago, we have received tens of thousands
newborn hospitalization and starvation stories from insufficient exclusive
breastfeeding. Starvation-related complications are happening to thousands of
newborns a day who are exhibiting obvious signs of starvation including non-
stop crying and nursing even while they are in the hospital, as Landon did
before he suffered from cardiac arrest from hypernatremic dehydration. These
complications are in fact the leading causes of newborn hospitalizations in
the world. This Fed is Best petition is attached along with comments/stories
left by parents and health professionals. Please read the petition. We are
preparing to propose legislation to protect newborns from the dangers of the
Baby-Friendly Hospital Initiative and we hope you will address the safety
concerns of thousands of parents represented by the Foundation.

https://drive.google.com/open?id=0B0_MbXCqgYazzcUNXbEN1OThzeEQ

Comments from petitioners:
https://drive.google.com/open?id=0B0_MbXCqYazzSINFZXRnUjh5cEk

Respectfully,
Christie del Castillo-Hegyi, M.D.
Co-Founder, Fed is Best Foundation

Optional Information

Name: Christie del Castillo-Hegyi, M.D.

Title: Emergency Physician, Infant Feeding Advocate
Organization: The Fed is Best Foundation

Phone:l (b)(6) |




Other Email: christie@fedisbest.org
Address: christie@fedisbest.org
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From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Thu, 4 May 2017 09:18:03 -0400

To: Nelson, Jennifer M. (CDC/ONDIEH/NCCDPHP)

Subject: FW: DUE 5/4: Draft for the Castillo Response for Folder 2384430
Attachments: 2379661 Baby-Friendly Initiative Fed is Best Christie del Castillo-Heg....docx
FYI.

From: Voetsch, Karen P. (CDC/ONDIEH/NCCDPHP)

Sent: Wednesday, May 03, 2017 8:58 PM

To: Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP)

Cc: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Subject: FW: DUE 5/4: Draft for the Castillo Response for Folder 2384430

Hi lanelle,

Here is the final. Should this be from Ruth? The email says that this is “a Direct Reply for NCCDPHP and
we can send out under the signature of who NCCDPHP thinks is appropriate.” Let me know what you
think.

Thanks.

Karen

From: Johnson, Margaret Sarti (CDC/ONDIEH/NCCDPHP)

Sent: Monday, May 01, 2017 12:46 PM

To: Gunn, Janelle P. (CDC/ONDIEH/NCCDPHP) <bfy2 @cdc.gov>; Voetsch, Karen P.
(CDC/ONDIEH/NCCDPHP) <kmp9@cdc.gov>; DNPAO/Health Policy Team (CDC)
<DNPAOPolicy@cdc.gov>

Cc: Johnson, Abigail P. (CDC/ONDIEH/NCCDPHP) <vmh3@cdc.gov>; Johnson, Margaret Sarti
(CDC/ONDIEH/NCCDPHP) <kcy3@cdc.gov>

Subject: DUE 5/4: Draft for the Castillo Response for Folder 2384430

Hello Janelle,

I’m sending the attached draft response and the original email for the Castillo request. The draft response

uses verbiage from| (b)(5) [Peter reviewed and| (b)(5)

(b))

Please review, revise as necessary and send back to me by COB Thursday May 4th,

Thanks and let me know if you have any questions,




Margaret

From: Dean, Contessa J. (CDC/0OD/OCS)

Sent: Monday, May 01, 2017 11:59 AM

To: Johnson, Margaret Sarti (CDC/ONDIEH/NCCDPHP) <kcy3@cdc.gov>; Johnson, Abigail P.
(CDC/ONDIEH/NCCDPHP) <vmh3@cdc.gov>

Subject: Draft for the Castillo Response for Folder 2384430

Importance: High

Attached is the incoming and draft response for the Castillo letter. We prepared the draft using language
from| (b)(5) | This is a Direct Reply for NCCDPHP, and you can edit as you see fit and send out
under the signature of who NCCDPHP thinks is appropriate. Please send me a copy of the final to close
out the folder.
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From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Fri, 16 Sep 2016 09:42:15 -0400

To: Grossniklaus, Daurice (CDC/ONDIEH/NCCDPHP);Nelson, Jennifer M.
(CDC/ONDIEH/NCCDPHP);Murphy, Paulette (CDC/ONDIEH/NCCDPHP);MacGowan, Carol
(CDC/ONDIEH/NCCDPHP)

Subject: FW: Email from Kelley to Trish 9/27/15

Found the final version Kelley sent to Trish about specific changes requested for the GEC. I'll be printing
and bringing copies this afternoon, but wanted all to have for their records.

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)

Sent: Monday, December 07, 2015 12:40 PM

To: Grossniklaus, Daurice (CDC/ONDIEH/NCCDPHP) <dtg3@cdc.gov>; Perrine, Cria G.
(CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov>; MacGowan, Carol (CDC/ONDIEH/NCCDPHP)
<dvx2@cdc.gov>; Murphy, Paulette (CDC/ONDIEH/NCCDPHP) <pem1@cdc.gov>
Subject: FW: summary of our call on November 19

For your records
| am also preparing a letter to AAP CEO, which | will share once finalized.

From: Scanlon, Kelley (CDC/ONDIEH/NCCDPHP)
Sent: Friday, November 27, 2015 1:08 PM

To: 'Trish MacEnroe' | (b)(6)
Subject: summary of our call on November 19

Dear Trish:

Thank you for talking with us last Thursday on very short notice to discuss Baby-Friendly practices and
the guidance provided on your website. As | mentioned to you on the call, the chair of a pediatrics
department at a US hospital contacted CDC leadership about CDC’s endorsement of Baby-Friendly with
concerns regarding the safe implementation of Baby-Friendly recommended practices to prevent
unintended and devastating outcomes such as sudden unexpected postnatal collapse (SUPC) and falls in
the hospital maternity ward. | want to be certain that Baby-Friendly USA is doing everything possible to
clarify your priority on the safety of mothers and infants.

To summarize our call last Thursday, | want to request that the safety procedures be clarified and made
more prominent in the Guidelines and Evaluation Criteria (GEC) on your website. Some hospitals are
implementing the Ten Steps to Successful Breastfeeding without or prior to going through the extensive
training that is required for Baby-Friendly designation, and they are using your GEC document to do so. |
also think it is important to clarify in the GEC a practice that is mentioned but not part of the evaluation
criteria for Baby-Friendly designation, specifically skin-to-skin contact beyond the immediate post-
partum period. Clarification of the practices and the safety procedures in the GEC will also ensure that
all training on implementation is consistent in emphasizing infant safety and the practices evaluated for
designation.

Below | list some specific areas of clarification we discussed with you on the call:



Step 4 of the Ten Steps to Successful Breastfeeding is “Help mothers initiate breastfeeding within one
hour of birth.” Placing mothers and infant in skin-to-skin (STS) contact immediately after birth and until
completion of the first feeding unless there is a medically justifiable reason for delayed contact is
included in step 4. This is the evidence based practice that Baby-Friendly USA evaluates hospitals on for
designation. While it is clear in the GEC that the criteria for evaluation is on this immediate STS contact,
it is not clear why the GEC includes an earlier sentence about encouraging STS contact throughout the
hospital stay. This is not part of Step 4 and is not part of the evaluation criteria for Baby-Friendly
designation. Therefore | suggest this sentence be removed from the GEC or that the document explain
what is intended by this sentence. For example, if it is meant to encourage mother-infant closeness to
promote breastfeeding, then it is best to state this. Otherwise, there is a risk that unsupervised STS is
taking place in the maternity ward, which could put some infants at risk. Further, you have explained on
the phone and in the training materials developed for EMPower coaches that | reviewed that the
immediate STS is always under the supervision of hospital staff. Please also clarify this in the GEC so that
hospitals implementing Step 4 on their own without the required training are clear that the mother and
newborn infant should not be left alone during the STS contact immediately after birth until completion
of the first feeding. Lastly, it is important to clarify in the GEC as is clearly stated in training materials
that “uninterrupted” STS does not mean that a health care provider is not actively monitoring the
infant’s activity, color, and vital signs during STS. If an infant shows signs of distress, then the STS
process should be interrupted. As stated in your materials, safety is the first priority of Baby-Friendly.

Step 7 of the Ten Steps to Successful Breastfeeding is “Practice rooming-in — allow mothers and infants
to remain together twenty-four hours a day.” Rooming-in is the standard for mother-baby care for
healthy, full term infants unless there are medical reasons for separation. | know that Baby Friendly USA
does not recommend bed sharing of mother and infant but it would be helpful to clearly state this in the
GEC. Most (14/18) of the cases of infant death or near death in recent paper published in the Journal of
Perinatology (Thach 2014) occurred when the mother and infant fell asleep together in the maternity
ward, often while breastfeeding. Without a clear statement about bed sharing in the GEC, there may be
misinterpretation of Baby Friendly’s position on this practice. Every effort should be made to prevent
mothers from falling asleep with their newborn infant in the bed. Additionally, efforts also need to be
implemented by hospitals to prevent falls. It would be helpful to include guidance to prevent falls in the
GEC. Finally, you clearly acknowledge that rooming-in would not be practiced if there are medical
reasons for separation but it would be helpful to emphasize in the GEC the importance of using clinical
judgement to assess factors that may contraindicate rooming-in for a mother and infant.

| realize you have been revising the GEC for release in April 2016. CDC encourages you to make some of
the above revisions sooner so that the information is available to those downloading the GEC. We would
appreciate a follow up conversation with you about the process used in making revisions to the GEC.

| am very supportive of the ideas you shared with us on the call: 1) examination of all training programs
used by hospitals to implement the Ten Steps to assess the quality of the trainings; 2) increasing the
number of hours of required training so that safe sleep training is more prominently included in the
training of hospital staff; 3) providing periodic webinars emphasizing the safety of implementing the Ten
Steps; and 4) considering other content areas for training such as training parents on soothing babies. |
also look forward to viewing your upcoming webinar series, titled “Implementing Baby Friendly Steps in
a Safe and Friendly Manner.”

Thanks for your continued support of mothers and babies,



Kelley

Kelley S. Scanlon, PhD RD

Chief, Nutrition Branch

Division of Nutrition, Physical Activity, and Obesity,

National Center for Chronic Disease Prevention and Health Promotion
Centers for Disease Control and Prevention

Email kscanlon@cdc.gov



From: Perrine, Cria G. (CDC/ONDIEH/NCCDPHP)

Sent: Wed, 26 Oct 2016 00:12:12 +0000

To: Voetsch, Karen P, (CDC/ONDIEH/NCCDPHP)

Subject: FW: EMPower All-Hospital Webinar Recording- Making Baby Friendly Baby Safe
Attachments: Safe Sleep and Skin-to-Skin Care in the Neonatal.pptx

From: Cynthia Klein | (b)(6) |

Sent: Friday, October 14, 2016 12:42 PM

To: Grossniklaus, Daurice (CDC/ONDIEH/NCCDPHP) <dtg3@cdc.gov>; MacGowan, Carol
(CDC/ONDIEH/NCCDPHP) <dvx2@cdc.gov>; Murphy, Paulette (CDC/ONDIEH/NCCDPHP)
<pem1@cdc.gov>; Perrine, Cria G. (CDC/ONDIEH/NCCDPHP) <hgk3@cdc.gov>; Flores-Ayala, Rafael C.
(CDC/ONDIEH/NCCDPHP) <rnf2@cdc.gov>; Nelson, Jennifer M. (CDC/ONDIEH/NCCDPHP)
<zcnb@cdc.gov>

Subject: FW: EMPower All-Hospital Webinar Recording- Making Baby Friendly Baby Safe

Hi Daurice, Rafa, Paulette, Carol, Cria and Jennifer,

Attached you will find the .ppt slides from Dr. Goldsmith’s EMPower All-Hospital presentation yesterday
— Making Baby Friendly Baby Safe.

Also, the link to the webinar recording can be found here. The recording started early so you will need
to advance to 8:05 for the beginning of the presentation.

If you have any questions, please let me know.
Thanks,
Cynthia

Cynthia Klein, PhD | Principal Associate | Abt Associates
2200 Century Parkway, Suite 950 | Atlanta, GA 30345

(@] (b)(5) C:| (b)(6) || www.abtassociates.com

From: EMPower
Sent: Friday, October 14, 2016 11:56 AM
Subject: All-Hospital Webinar Recording- Making Baby Friendly Baby Safe



Breastfeeding

Enhancing Maternity Practices

Dear EMPower Hospitals,

Thank you for joining us yesterday for Dr. Jay Goldsmith’s presentation on “Making Baby Friendly Baby
Safe”. To access yesterday’s webinar, please use the link below. The presentation begins at the 8:05
recording mark. Additionally, please see attachments for webinar slides and for Dr. Goldsmith’s AAP
clinical report.

Webinar recording:
https://abtassociates.webex.com/abtassociates/Isr.php?RCID=da5¢c1260c¢810a865¢c112dbcae70ecc
34

Baby Friendly USA Safety Webinar referenced by Dr. Goldsmith:
https://attendee.gotowebinar.com/recording/289258797253942786

All the best,

The EMPower Breastfeeding Team
www.EMPowerBreastfeeding.org

This message may contain privileged and confidential information intended solely for the
addressee. Please do not read, disseminate or copy it unless you are the intended recipient. If this
message has been received in error, we kindly ask that you notify the sender immediately by
return email and delete all copies of the message from your system.



Making “Baby Friendly”
Baby Safe

ith, M.D.Tulane UniversityNew
s, LA goldsmith.jay@gmail.com




Unlike this group, I have no conflicts of interest to disclose!!!



 "Health care systems should ensure
that maternity care practices provide
education and counseling on
breastfeeding. Hospitals should
become more “baby-friendly,” by
taking steps like those recommended
by the UNICEF/WHOQO’s Baby-Friendly
Hospital Initiative.” Regina A.
Benjamin, MD, MBA
US Surgeon General (2009-201 3)




Case

'+ 3410 gm AGA term male born by SVD at
1546 hours to 30 y.o. g7 pl mother in Level
1 hospitalMother had balanced
translocation of chromosome 15 and
multiple lossesPROM x 3 days — pitocin

inductionApgars 6/9Allowed to breast feed
in LDRP in first hour




Case

 Assessed by RN x2 during “bonding period,”
the last time at 1647 (born at 1546)1655:
found by RN to be gray, apneic, bradycardic in
mother’s armsRushed to nursery and CPR
startedMD arrived at 1700 and successfully
intubatedUnable to place peripheral ivFirst
gasp and HR at 1729Neonatologist at 1737




Case

. Successful resuscitation and baby moved to
Level 3 for coolingNow has significant
developmental delays and CPLitigation claims
inadequate monitoring during “bonding
period” and resuscitation beneath the
standard of care




The Problem

1 Skin-to-skin care, rooming in; promotion of
breastfeeding in hospitalsWHO Ten Steps to
Successful BreastfeedingSSC and Rl have
evidence of enhanced outcomes
BUTSafety concernsSUPCFallsUnrecognized
medical problems in newborn




Definitions

. Skin-to-skin CarePlacing naked infant in
direct contact with mother with the ventral
skin of the baby touching the ventral skin of
the caregiverRecommended immediately
following birth for 1 hour; also later in
infancyDelay painful procedures (Vit K, eye
treatment)Provided for all “well” term
newborns (c-sections)Late preterm may also
“benefit’, but are at increased risk of early
morbidities







Definitions

» Rooming-inMothers and infants to remain
together 24 hours/day while in
hospitalApplies to term and late preterm
(>35 weeks)Procedures performed at the
bedsideMothers may nap, shower or leave the
room with the expectation that staff will
monitor the newborn at “routine
intervals"Mothers encouraged to use call bell
for assistance




Evidence Supporting SSC & Rl

. Extensive research on SSCimmediately after
birth stabilizes newborn temp, prevents
hypothermiaStabilized blood glucose,
decreases crying, better CR stabilityDecreases
pain from proceduresin preterms, improves
neurobehavioral maturation, gi adaptation,
better sleep patters, better growthDecreases
maternal stress, decreases depression,
decreases postpartum hemorrhage (!)improves
breastfeeding (reduced formula use)







Evidence Supporting SSC & Rl

 Research on Rlimproves patient
satisfactionBetter outcomes including dyads
with NASProvides better security against
abductionLeads to decreased infant
abandonmentSupports cue based
feedingDecreases
hyperbilirubinemialncreases likelihood of
breastfeeding to 6 months







Breastfeeding and the Use of Human

Milk Pediatrics, March 2012

. Policy Statement (Section on
Breastfeeding)Reaffirmed
recommendation of exclusive
breastfeeding for first 6 months of
lifeProtective effect of breastfeeding
against: Asthma, eczema, atopic
dermatitis, gi infections, lower
respiratory tract infections, O.M.




Breastfeeding and the Use of
Human Milk

1 SIDS reduced by >1/3 in breastfed
babies15-30% decrease in adolescent
and adult obesity in breastfed vs. non-
breastfed infantsPediatricians
encouraged to promote breastfeeding to
mothers and for hospitals to
accommodate and stimulate
breastfeeding during the birth
hospitalization.




Hospital Routines

. AAP Sample Hospital Breastfeeding Policy
Adopts WHO/UNICEF principles on
breastfeeding (1991)Revise hospital policies
that interfere with early skin-to-skin
contact or limit time infant can spend with
mother, eliminate human milk substitutes
and pacifier useAAP endorsed Ten Steps
Program (2009)




The Ten Steps to Successful Breastfeeding are:
Have a written breastfeeding policy that is
routinely communicated to all health care
staff. Train all health care staff in the skills
necessary to implement this policy. Inform all
pregnant women about the benefits and
management of breastfeeding. Help mothers
initiate breastfeeding within one hour of
birth. Show mothers how to breastfeed and
how to maintain lactation, even if they are
separated from their infants. Give infants no
food or drink other than breast-milk, unless
medically indicated. Practice rooming in -
allow mothers and infants to remain together

24 hours a day. Encourage breastfeeding on
demand GCive no nacifierc aor artificial ninnlec



Ten Steps Program

. Adherence to program demonstrated
to:Increase rates of breastfeeding initiation,
duration and exclusivitylmplementation of 5
postpartum practices have been shown
to:Increase breastfeeding duration (regardless
of SE status)Iincrease breastfeeding in 1st
hour after birthincrease exclusive
breastfeedinglncrease avoidance of pacifiers




“Baby Friendly” Hospitals

 Baby Friendly Hospital Initiative (BFHI)
launched in 1991Based on WHO/UNICEF Ten
Steps Program (1991) and Innocenti
Declaration (1990)“Baby Friendly USA”,
certifying body (the “Golden Bow")First
hospital certified in 1996September 2016:
375 certified hospitals (700 more
applications in process); these hospitals
deliver 18.5% of babies in US (=740,000)




Safety Concerns re: immediate STS

care

.« Contraindications to immediate STS

careBaby requiring positive pressure
ventilation in DRLow Apgar scores (< 7 at
5 minutes)Cord pH < 7.0 or BD > -12Baby
< 37 weeks gestationConcerns re lack of
standardization in careLapses of
observation by staffLack of education of

staff in potential dangers




Unintended Consequences of
Current Breastfeeding Initiatives

 Concerns re: SUPC, co-sleeping, leaving
mother-baby unattended in first hours of life,
fallsAdvocates against “overly rigid
insistence” on following 10 STEPSConcerns
regarding advice against pacifiers which have
protective effect against SIDS

Bass JL et al, JAMA Pediatrics, August 2016



Definition of SUPC

. Potentially fatal event in otherwise healthy-
appearing term newbornBritish
definition:>35 weeks gestationWell at birth
(normal 5 minute ApgarCollapses
unexpectedly requiring CPRDies, goes to
NICU or develops encephalopathyOther
medical conditions (sepsis, cardiac, etc.)
ruled out




Incidence of SUPC

. Depends on definition usedIf brief resolved
unexplained event (BRUE) included, low risk
and probably benignThen incidence much
higher Serious SUPC requiring medical
CPR2.6 to 133 cases/100,000 live
birthsKernicterus estimated at 1-2/100,000
live births




SUPC of Newborn Infants: A Review of
Cases, Definitions, Risks and Preventive

Measures

. Reviewed all published reports of SUPC in
first postnatal week (398)Wide ranging
estimates of incidence: 2.6 to 133/100,000
births)2z died; V2 CNS sequelaeNo etiology
found in 153 of 233 deaths1/3 of cases in
first 2 hours; 1/3 between 24 hours and 1/3

between 1 and 7 days

Herlenius E, Kuhn P: 7rans Stroke Res, 2013



SUPC of Newborn Infants: A Review of
Cases, Definitions, Risks and Preventive
Measures

. Recommendations to reduce SUPCSystematic
information to parents re: airway
patencyParent education re: supine position,
bed-sharing, soft bedding, head covering,
etc.Appropriate surveillance of newborn in
first hoursSupervision of STS with
educationPositioning infant to avoid
mechanical airway obstruction

Herlenius E, Kuhn P: 7rans Stroke Res, 2013



Reports of deaths and ALTEs in early
neonatal period associated with STS
contact

. Unexpected postnatal collapse of presumably
health newbornsEtiology of arrests unknownAre
these events consistent with “Triple Risk
Model”?Intrinsic vulnerability of infant (blunted
COZ2 response)Critical developmental period (e.q.
post-delivery stress or sedation)Exogenous
stressor (e.g. prone position, nose in breast,
covers over face, hyperthermia, etc.)




Apparent life-threatening events in
presumably healthy newborns during early

STS contact
Andres V et al, Pediatrics, 2011

; 6 cases of ALTEs in DR during 1st 2 hours of
lifeAll healthy infants, on mother during early
STS contactMother and infant not

observedSuggested surveillance during early

STS




Sudden deaths and severe ALTEs in
term infants within 24 hours of

birth

Poets A et al, Pediatrics, 2011
 Report of cases in Germany in 2009 of
unexplained SUD after 10 min Apgar > 843
cases reported, 17 met entry criterialncidence
2.6/100,000 live births7 deaths, 6 abnormal
CNS at discharge9 events in first 2 hours of
life; 12 babies lying on mother’s chest and

abdomen?7 noticed by HP while mother was
awake!!




Deaths and near deaths of healthy
newborn infants while bed sharing on

maternity wards |
Thach BT, / Perinato/, 2014

i Evaluate bed sharing programs on maternity
wardsSurvey MEs for deaths of healthy
newborns while bed sharing15 deaths, 3 near
deaths reportedAccidental suffocation
deemed most likely cause of
incidentsSuggests education of mothers and
more efficient monitoring during STS contact




Sudden unexplained early neonatal death
or collapse: a national surveillance study

. National 3 year surveillance study:
AustraliaSUEND or ALTEs reported at 0.05-
0.38/1000 live births; identified 48 cases26
babies who collapsed found on carer’s
chest“First postnatal day is a vulnerable
period” Development and implementation of
safe sleep guidelines needed

Lutz et al. 2016 Pediatr Res




Falls

 Mothers (or fathers) may become
dizzy, faint or unable to hold
infantMaternal fatigue, drug
administration may increase
riskMother with baby in bed may fall
asleep and baby roll to floor




Oregon Patient Safety Review

1 7 hospitals part of one health
system22,866 births: 9 cases of infant
fallsincidence of 3.94 falls per 10,000
births (2006-2007)Increase from
previous review (1.6/100,000 births)

for unknown reasons




AAP Policies in place

 Discourage bed-sharing (Task Force On SIDS,
Pediatrics, 2011) NRP, 7th edition (2016):
paby who requires PPV requires post-
resuscitation care (implies monitoring)




Neonatal Resuscitation Algorithm—2015 Update

Antenatal counseling
Team briefing and equipment check

Y

¢

Good tone?
_Breathing or crying? -

ml

Warm and maintain normal temperature,
position airway, clear secrations if
needed, dry, stimulate

y

1 minute

Term gestation? Yes
—— temperature, position airway, clear

Infant stays with mother for routine

care: warm and maintain normal

secrations il needed, dry.
Ongoing evaluation

[ Apnea or gasping? i Labored breathing or
HR below 100/min? persistent cyanosis?
Yes l Yes l
PRV Pasition and clear ainwvay
3 Spo, monitor
Spo, monitor 2
Consider ECG monitor Supplementary O, as needed
! Consider CPAP
0 Postresuscitation care

HR below 100/min?

Yes l

Check chest movement
Ventilation corective steps if needed
ETT or laryngeal mask if needed

Y

HR below B0/min?

Yes l

Intubate if not already done
Chest compressions
Coordinate with PPV

100% O, |
ECG monitor |
Consider emergency UVC

|

_ HRbeiow 60/min? >

TJU '

IV epinephrine
If HR persistently below 60/min
Gonsider hypovolemia
Consider pneumothorax

Neonatal Resuscitation Algorithm—2015 Update.

Team debriefing

1 min
2 min
3 min
4 min
5 min

10 min

© 2015 Amarican Heart Association

60%-65%
65%-70%
7T0%-75%
75%-80%
80%-85%
85%-95%



Neonatal Resuscitation Algorithm - 2016 Update

l W ey e e . A e LR W

Apnea or gasping? e - Labored breathing or
.. HR below 100/min? - persistent cyanosis? -

Yes l Yoo l

PPV | | Pasition and clear airway

i Spo, monitor
Sp0, monitor e
ider ECG moni Supplementary O, as needed
ponsider ESS mentr Consider CPAP

Postrasuscitation care
o, FIR DOMIGN TEORMIRIE > Team debrisfing
Yes l | o




Post Resuscitation Care;
NRP 77" Edition, 2016

“Babies who required supplemental
oxygen or PPV after delivery will
need close assessment.
They.....should be evaluated
frequently during the immediate
newborn period...Many will require
admission to a nursery environment
where continuous cardio-respiratory
monitoring is available and vital
signs can be measured frequently.”




Making the first days of life safer:

time for a new protocol?
Paviotti G et al, J Perinatol, 2014

» Developed protocol to:Promote safe mother-
infant bondingEstablish successful early
breastfeedingCorrect risk factors for
SUPCProtocol concentrates on maternal
education, frequent assessments,
discouraging bed-sharing, STS only when
mother awake, not leaving mother alone in
first hours after birth




Infant Safety

i Mother post delivery exhaustionMother may
have had opioids, MgSO4, other
depressant/sedating medicationsMonitoring
by hospital personnel (who?) or family
(untrained, father also fatigued)Danger of
SUPC or fall




Balance safe sleep and skin-to-
skin care/breastfeeding initiation

 Trained observer during first 1-2 hoursLimit
bonding in compromised infantincreased
maternal education re: bedsharing




Procedure for immediate postnatal
STS

. Delivery of term infantDry, stimulate, assesslf
stable place STS with cord attached, clamp cord
after one minuteCover head with cap (optional)
and place prewarmed blankets ot cover body,
leaving face exposedAssess 1 and 5 minute Apgar
scoresReplace wet blankets and cap with dry
warm onesAssist and support to breastfeed




Risk stratification for STS care

» High risk situations include:PPV
(resuscitation)Low Apgar scoreslLate
pretermDifficult deliveryMother receiving
opioids, MgSO4Excessively sleepy
motherlUGR/LGA/IDM baby




Additional safety measures

. Stabilize ambient temperatureUse of
appropriate lightingFacilitating unobstructed
view of baby’s faceAdditional support
persons may augment but NOT replace staff
monitoringEducation of staff in SUPC
including safe positioning of baby




Components of safe positioning
during STS

i Infant’s face can be seenHead in sniffing
positionNose and mouth are not coveredHead
turned to one sideNeck is straight, not
bentShoulders and chest face motherLegs
flexedBack covered with blanketsMonitored
continuously by staff in delivery arealnfant placed
in bassinet when mother wants to sleep




Safety Concerns When Rooming-In

. Similar concerns to STSMother falling asleep
with baby in bed leading to SUPC or
fallMother may be unstable due to
exhaustion, medication effects; may not be
able to ambulate safelyRelatively unstudied
compared to falls of neurologically impaired,
post surgical cases or elderly




British study on rooming-in safety

» 64 mother-infant dyadsSleep in stand alone
bassinet, side-car bassinet or mother’s
bedBreastfeeding more frequent in bed-
sharing and side-carNo adverse events, but
video monitoring identified more safety
issues with bed-sharingAuthors concluded
side-car provided best opportunity for
breastfeeding and safest conditions

Ball et al, ADC, 2006




Randomly Allocated Postnatal Unit Bassinets
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Control, standard rooming-in with Intervention, side-car bassinet attached

a stand-alone bassinet. to the bed.



Improve safety with rooming-in

. AWHONN: no more than 3 maternal-infant
dyads to 1 RNNursing extenders may
augment care and monitoringEducation of
mothers and families on risks of bed
sharingSafe sleep practices for babies
modeled and taught (firm surface, back to
sleep, sleep alone)




Suggestions for rooming-in

 Use a patient safety contractMonitor mothers
according to risk assessmentUse fall
assessment toolslImplement maternal egress
testingReview mother-infant equipment (bed
rails, call bells, resuscitation
equipment)Educate staff re: prevention of
infant fallsUse risk assessment tools to avoid
hazards of rooming-in and STS practices




Transitioning to home and safe
sleep beyond discharge

 Anticipatory guidance re:
breastfeeding and sleep safetyFollow
AAP recommendations on smoking,
pacifier introduction, use of alcohol,
bed sharing, sleep positioningPost
discharge support for breastfeeding




CLINICAL REPORT Guidance for the Clinician in Rendering Pediatric Care

Gt
American Academy (e
of Pediatrics 5

DEDICATED TO THE HEALTH OF ALL CHILDREN™

Safe Sleep and Skin-to-Skin
Care in the Neonatal Period for
Healthy Term Newborns

Lori Feldman-Winter, MD, MPH, FAAP, Jay P. Goldsmith, MD, FAAP, COMMITTEE ON FETUS
AND NEWBORN, TASK FORCE ON SUDDEN INFANT DEATH SYNDROME

. Combined effort of COFN and Task Force on
SIDSPublished in Pediatrics, September 2016




AAP “Clinical Report™:
Characteristics

- Informs the pediatrician in the clinical
setting/best practices, state of the art
medicineBased on literature review &
data analysisCan be a stand-alone
documentDOES NOT include
recommendations (only suggestions)




AAP Safe Sleep Suggestions

. Use patient safety contract (focus on high
risk)Monitor mothers according to risk
assessmentUse fall assessment toolsimplement
maternal egress testing, especially if mother
using medicationsReview mother-infant
equipment (bed-rails, call bells, etc.)Publicize
information on fall preventionUse risk
assessment tools to avoid hazards of STS a