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Abstract

Breastmilk is recognized as the best form of nutrition for infaagedbirth to six monthsby the
World Health Organization, the American College of Obstetricians and Gynecologists, and the
American Academy of Pediatrics. Health benefits from breastfeeding are numerous for both
mothers and infants. The retention of exclusive breastfeeding moogiths is a nationally
recognized public health issaddressed by Healthy People 20Bhis evidencebased exempt
researclprojectaimedto improve breastfeeding exclusivity and duratiofirst time
breastfeedergy providing prenatal breastfeedinguedtion paired with postnatal suppoatls
through six weeks postpartum. A quantitative, cuegierimentatwo cohortstudy design as
used Outcomesvereme asur ed with data coll ected from
throughout the postnatalteractionsTwenty-four participantsvho wereestablished primigravid
prenatapatientsntendng breastfeeding patientsom alocal obstetriggynecologic clinicwere
enrolled Thedatafrom the baseline and intervention cohortssanalyzed using descriptive and
inferential statisticsExclusive breastfeeding was improved by 33(g%.003)and duration of
breastfeedingvasimproved by 11.7%p=.134)following the interventionsThis dudy suggests
that interventionsupporting breastfeedingrovided byhealthcare professionalsom the clinic
setting can improve breastfeedimgitcomes with statistical and clinical significance.

Keywords:prenatal, postpartum, primigravid, breastfieg education, breastfeeding

support, exclusivity, duration, breastfeeding-sfficacy
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BreastfeedingEducation and Support to Improve Breastfeeding Retention

Breastmilk is the gold standard food for infaratged birth to six monthgCoffman, 2019;
M. S. Wong et al., 2021)t providesa complete form of the nutrients for optimal growth, it is
individualizedb y t h e mo forleach idfant/motbed dyad, and it supplies antibodies that
help build an i nfant 6&offmanBQlf; &. Ss\Wod eeah, 2026)o m day
Studies show that the occurrence of common childhibassessuch as otitis media, asthma,
and gastrointestinal infections can be decreased by breastfé€difrypan, 2019; M. S. Wong et
al., 2021) Breastfeeding provides several benefits for the mother including reduction of risk for
breast and ovarian cancers, reduction of risk for cardiac disease and meatairiome,
improved mental health, and increased bonding with their if€aoffman, 2019; Louislacques
& Stuebe, 2018; M. S. Wong et al., 2020hile breastmilk and breastfeeding provide a long list
of benefits to the baby and mothesearch suggests there isek of knowledge and support
for women attempting to exclusively breastfeed their babies to six months @ldges-
Schmidt et al., 2020; Los-Jacques & Stuebe, 2018; Meedya et al., 2017; M. S. Wong et al.,
2021)

Significance

The need for improved loAgrm breastfeeding rates is documented through national
surveys and studig¢€enter for Disease Control and Prevention [CDC] 2020a, 2020b; US
Preventive Services Task Force et al. [USPSTF], 2H&5lthy People 2030 includas
objective to achieve higher rates of exclusively breastfed infants ratosiths of ag€Office of
Disease Prevention and Health Promotion [ODREP20) Rates in 2015 for this objective
were 24.90 and the target for Healthy People 2030 is to increase that rate %6 @2DPHP,

2020) Initiation rates for breastfeeding in the United States are considerably high,%ti84.1
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2017, but breastfeeding exclusivity and duration trend down quickly following the early

postpartum periadrhedecrease ibreastfeedings often duetothenot her 6 s i nsuf fi ci
breastfeeding knowledge, perception of low milk supply, return to work, and lack of postpartum
support(CDC, 2020a; USPSTF et al., 2016; M. S. Wong et al., 202h)le shortened

breastfeeding duration may affect a motiméant dyad physically and emotionally, it can also

lead toanunexpectedinancial burden. Poor breastfeeding retention accountsviar$3 billion

in health care expenses per year and a family can save at least $1,061Q mibimths of
exclusivebreastfeedingCoffman, 2019)

Healthcare providers can support the retention of breastfeeding by providing education
on breastfeeding to expaat patients in the form of iperson education, takeome materials,
supplemental support calls, and links for online educdtiSPSTF et al., 2016; Wong et al.,
2021) Introducing the idea of breastfeeding early in a pregnancy, providing directdrands
education, and supporting breastfeeding patients throughout thexfinsbsths postpartum has
been shown to improve breastfeeding exclusivity and dur@efradden et al., 2017; USPSTF
et al., 2016; Wong et al., 2021; World Health Organization [WHO], 2018)

Local Issue

Breastfeeding rates from 20125 reported by the CD&how that across the US
breastfeeding wasitiatedfor 84.1% of infantsbut only25.6% of motherinfant dyads reached
the recommended six months of exclusive breastfed@Dg, 2020a) Locally, in Kansas,
breastfeeding rates for 2017 weimilar, with 84.6% initiation and 31.86 reachingexclusive
feeding asix monthgCDC, 2020a)The nationabndlocal rates for exclusive breastfeeding at

six months fallbelowHe al t hy Peopl e v20306s goal of 42. 4
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During observations of thabstetricandgynecology(OBGYN) clinic, serving as the
project sitea need for improvetreastfeeding education and suppeais identified At the
clinic, breastfeedingvasbriefly discussed and encouragiating prenatalkcare Following
hospital discharggatientsdid not receivebreastfeedingupportfrom the clinicother than
checkng in at thetwo andsix-weekpostpartum visg

Diversity Considerations

The site for thigprojectwasan urbanOBGYN office in Kansas. The office is staffed by
OBGYN physiciansphysician assistantand nursing/support stafbueto the cityés large
population anéwide variety of ethnic groups, tléinic serves a diverse population of women.
Understanding th demographic differences in breastfeeding outcomessentiaivhensening
a diverse population of womeequatelyWhile breastfeeding rates hasignificantly
improvedin the last 20 years, BlackonHispanicinfants are consistentlgss likely tohave
breastfeeding initiated or continued exclusively to six months ofvihga compared to Wte,
norntHispanicand Hispanic infantéAnstey et al., 2017Mothers with education at or less than
high school level are less likely boeastfeedhanmotherswith any college educatiofi\nstey et
al., 2017) Age also effects rates of breastfeeding, motlemsthan 20 years odde the least
likely to breastfeed to six months when compared to mothe2®3@ars old and 30 or greater
years old/Anstey et al., 2017)nterventions should be implementidpromote beastfeeding to
women from diverse backgrounds and reach them at their level to ensure that these disparities
can be rmimized.

Problem and Purpose

Problem Statement
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While most understand thateastfeedingrovides théest nutrition for infants and a
way to help improvehildhoodhealthoutcomesbreastfeedingxclusivity and durationates
continue tdfall below nationally segoak (ODPHP, 2020) This decline in breastfeeding
retention carbeattributed in part,to inadequatsupport for breastfeeding moth€t$SPSTFet
al., 2016; WHO, 2018) Less than half of mothers in the United States meet their breastfeeding
goals due to barriers that include inadequategiegreastfeeding education, insufficient
postpartum support, difficulty latching, perception of low milk supply, and diminished
breastfeeding sekfficacy (Coffman, 2019; McFadden et al., 2017; Parry et al., 2019; USPSTF
et al., 2016Wong et al., 2021)
Purpose Statement

This quantitative, quasxperimentalexemptresearctproject inteneédto provide
evidencebased breastfeeding education and support tetifingtbreastfeedern® improve
breastfeeding outcomes. The purpose of this prajasto determine if the implementation of
breastfeeding education provided during a routine prenatal ¢isit and breastfeeding support
callsprovided throughout the first six weeks of the postpartum permddimprove
breastfeeding duraticendexclusivity forfirst-time breastfeesfrsas well as reduce the number

of dyads with breastfeeding cessatlefae six weeks postpartu(dppendix A)

Fadlitators and Barriers
TheOBGYN physicianserving as the project mentshmowednterest inimproving the
breastfeeding education and supgorthis patients providing strong support for th@ojectat
the site The clinicma n a gerdoréemerfurther facilitate the implementation of the project.
The only cost fothe projectwasprinting the education bookleggven to participants during

their prenatal breastfeeding education sesstaich was$240for 50 bookletsLow
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implementation and continuation cesicreasd the chance for successfaiplementation and
sustainability of the proje¢Appendix B. Sustainability for this projeavashigh due to the
strong support from thghysician clinic managerand nursing staff

Depending on how closely togettgarticipantggive birth,a barrier for the projedeam
leadercould beallocatingenoughtime and managingvhenall theneededostpartum support
calls should occurThe @ll schedulewasaddressedvith carefulat t ent i on t o t he
birth dates and utilization of @oogle Sheets documethiatcalculated whegalls should be
made throughout theix-weekpostpartum periodd second potential barrievastheloss of
postpartunrcommunication betweethe participantand the project team leadeomplicatng
the ability to providgostpartunbreastfeeding suppoithis barrier vasaddresseth several
ways.Firsttheproject tam leadeprovidedherphone numbeat the prenatal education session
along with an anticipated call schedulbentext messagswere senbeforethe supportcalls to
allow participants to choose what time would work best for ttrexhday.

Inquiry

Theinquiry guiding this projectvas For primiparouspatients intending to breastfeed,
does inperson breastfeeding education provided during a-thirgester prenatal visit paired
with postnatal followup calls improve breastfeeding exclusivity andation at sixveeks
postpartum when compareddtandard breastfeedingre at a obstetricandgynecologic clini@

EvidenceReview Strategies

A literature review to establish support for the inquiry was performed by searching
several databases including Cochrane Review, Cumulative Index to Nursing and Allied Health
Literature, JSTOR, Medline, and PubMed. Search engines, G8olgtearand the Uiversity of

MissourtKansas City Health Science Library search engine, alemutilized. Key terms

pa
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included breastfeed, primigravigrimiparousnulliparous, prenatal, perinatal, postnatal,
postpartum, education, support, and-e#ficacy. Manual sear@sfrom the reference lists of the
included studies were performed for further study identification. Studies were included if they
were published between 2012 and 2021, were available in English, and evaluated prenatal and/or
postpartum breastfeeding suppor barriers to breastfeeding. Excluded studidressednly
hospitatbased or welbased breastfeeding support, focused on educating family/support persons,
or hadeducation programs that were not practical for this inquiry.

The search yielded 292 disttive articles. An adaptation of PRISMA was used to
analyze and select relevant artiof@ppendixC) (Moher et al., 2009)Abstract were reviewed
for relevance, leaving 110 articles to be examined in full. The synthesis of quantitative evidence
included 29 articles, categor i zD) @Melnyky& Mel ny k 6 s
FineoutOverholt, 2019)Articles included two evidendeased practice guidelines (EBPG) with
level one evidence, seven systematic reviews with level one evidence, eight single randomized
controlled trials with level two evidence, three gieexperimental studies with level three
evidence, three casmntrol or cohort studies with level four evidence, and six observational or
descriptive studies with level six evidence. The inquiry was also supported by two studies that
were gualitativémixed-method studies and two committee opinion pieces (Appdgdix

Synthesis of Evidence

An understanding of curreevidencesupportingoreastfeeding education and support
wasobtained during a thorough synthesis of the 29 included studies. The synthesdcote
revealed five themes relating to the inquiry: (a) timing of the interventions, (b) method for the

interventions, (C) breastfeeding exclusivity and duration, (d) education content, and (e)



BREASTFEEDING SUPPORT 13

breastfeeding sekfficacy. The gevalence of each theme, within the selected studies, was
determined to illustrathe overallsupport (Appendi¥).
Timing of the Interventions

The timing of breastfeeding education and support interventiotfigsistime
breastfeederns crucial whenmprovingbreastfeeding outcomes. USPSTF published its most
recent EBPG on primary care interventions for breastfeeding promotion in 2016, recommending
that primary care healthcare providers offer interventions both prenatally and during the
postpartum péod to help sustain breastfeediidgSPSTF et al., 2016The WHO provided more
detail in their practice guideline, published in 2018, which recommended that interventions
should egin during pregnancy and last up to 24 months postpgtH0O, 2018)
Prenatal Breastfeeding Education

Prenatal breastfeeding education has been shown to provide a strong foundation for
primiparous mothers, helping them affirm their intention to begin breastfeeding within hours of
birth (BallestaCastillejos et al., 2020; Kronborg et al., 2012; Schreck et al., 20h&gvidence
shows that prenatal education lsascessfully increasdateastfeeding initiation at biriffAhlers
Schmidt et al., 2020; Ballestaastillejos et al., 2020; Huang et al., 2019; Kronborg et al., 2012;
Schreck et al., 2017However as a stanéhlone intervention, prenatal education was not
statistcally effective in improving breastfeeding exclusivity or duration up to 12 months in
several studies and systematic revi¢MslersSchmidt et al., 2020; Kim et al., 2018; Kronborg
et al., 2012; Meedya et al., 2017; Schreck et al., 2017; K. L. Wong et al., 2014)
Postpartum Breastfeeding Support

Postpartum breastfeeding support had atpesimpact on breastfeeding exclusivity and

duration with themost significantmpactoccurringwith interventions that included several early
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postpartum interactions and extended to at least two months postidaany et al., 2019;
McFadden et al., 2019; Skouteris et al.120M. S. Wong et al., 2021fvidence from included
studies suggests several different intervals for postnatal interventtbmo one interval
proving the best. Huang et al. (2019) used monthly interactions from birth to four months and
Kim et al. 018) used longerm follow-up with precise interaction protocols. McFadden et al.
(2019) determined that four or more interactions were need#ftd exclusivity and duration
positively. McFadden et al. (2017) had scheduled postpartum interactiorstated four to
eight timeswhile M. S. Wong et al. (2021) suggested at least three postpartum interactions with
careful consideration for the first two months postpart8kouteris et al. (2017) recommended
long-duration postpartum followp to achievelp to six months of breastfeeding exclusivity.
Prenatal/Postpartum Combination

Strong evidence from the literature review supported a combination of prenatal
breastfeeding education and postpartum breastfeeding support as the best option for sustaining
breastfeeding exclusivity and duration. This combination of preaatijlostnatal interactions
has shown statistically significant improvements to breastfeeding exclusivity and duration in
comparison to no interventions and only prenatal or postnataléntitons(Huang et al., 2019;
Kim et al., 2018; McFadden et al., 2017, 2019; Meedya et al., 2017; Schreck et al., 2017;
USPSTF et al., 2016; M. S. Wong et al., 2021; WHO, 2018)
Methods for the Interventions

A second theme that emerged was the significanbewftheinterventions were
presented. Both the WHO and the USPSTF stated, in their practice guidelines, that to be
effective, breastfeeding promotion interventions must includettaace interactions and can

includeadditionalcomponents such as telehealtheplone, or wetbased exchanges as well
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(USPSTF et al., 2016; WHO, 2018he combination of faect-face and telephone
breastfeeding support was superior to either of these inventionsipowm in three articles
(Daou et al., 2020; Skouteris et al., 2017; M. S. Wong et al., 2021)
Faceto-Face Support

Several systematieviews found statistical significance for mothers receiving-face
face breastfeeding counseling during their pregnancy in association with improved breastfeeding
outcomegMcFadden et al., 2017, 2019; M. S. Wong et al., 20R&)e-to-face interventions
allow for inrdepth discussionrsndhandson educationwhich can be imperative to teachificgt-
time breastfeedewrout correct breastfeeding techniq(iesn et al., 2020; M. S. Wong et al.,
2021; Wood et al., 2016; WHO, 2018)tts et al. (2015jound that over 9% of their
participants preferred orm-one counseling compared to a group education settingo@oae
sessions can be easily incorporated into prenatal care visits, allowing for education to be
providedroutinely to all patients and without requiringeparate office visit for education
classes.
Telephone/Videebased Support

Numerous recent research studies included postpartum support via telephone-or video
based communication platforms. Evidence showed that when these interactions are provided in
early postpartum and the frequency is greater than once in the first six months, breastfeeding
exclusivity and duration are positively impact{&haves et al., 2019; Daou et al., 2020; Forster
et al., 2019; Futeal., 2014; Huang et al., 2019; Jerin et al., 2020; McFadden et al., 2019;
Skouteris et al., 2017; Wood et al., 20180)other benefit, for both the patient and provider,
with regards to supplemental teleph@neideo-chatinteractions, is the abilitio provide a

financially responsible support interventjamlike aseparat®ffice visit or professional
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lactation consultation which can be tkoensuming and expensiy@merican College of
Obstetricians and Gynecologists [ACOG], 2021b; Flannery, 2015; Fotstey 2019; Fu et al.,
2014; Huang et al., 2019; Jerin et al., 2020)
BreastfeedingExclusivity and Duration

Throughout the literature, breastfeeding exclusivity and duration ard¢aigedntify
breastfeeding success. Interventions to support these two outcomes vary widely but an overall
consensus remains, exclusivity and duration are positively influencedelbyentions promoting
breastfeedingMcFadden et al., 2019; Nneldggumadu et al., 2016; USPSTF et al., 2016; M. S.
Wong et al, 2021; WHO, 2018)The definition for breastfeeding exclusivity differs depending
on the source. The WHpsstatesalmttinfantereceivingdénly publ i s
breastmilk at the breast, expressed, or from anwete without supplementati@f any other
source withanexception for vitamins and medications qualifies as exclusive breastfeeding
(WHO, 2008) This definition was used in several of the articles faarttis literature review.
Other definition variations included specifying water given before six months of age and no
artificial or norhuman milk sources usedtimefirst six monthgDaou et al., 2020; Tan et al.,
2020; Tseng et al., 2020\nother variation, found in two studies, asked mothers if their infants
were breatfed exclusively in only the past 24 hours which created cause for concern in their
overall exclusivity result§Forster et al., 2019; Jerin et al., 202dcFadden et al. (2017) found
that definitions differed among\geral of their included studiekiring their systematic review
and this heterogeneity caused problems for relatability. There were also studies in this literature
review that did not define exclusive breastfeeding. The heterogeneity of the definition for
exclusive breastfeeding poses a problthin research anbr women attempting to breastfeed

exclusively. The use of a unified definition for breastfeeding exclusivity, like the one provided
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by the WHO, can help eliminate heterogeneity among resultprandle mothers with a firm
understanding of what is classified as exclusive breastfeeding.
Education Content

An intervention can only be as successful as the content that it includes. The impact
breastfeeding can have on the health outcomes of the mamttiéenfant are well documented and
this evidencaypically makes ughe bulk oftraditionalprenatal breastfeeding educatitwouis-
Jacques & Stuebe, 2018; Pitts et al., 2015; Tan et al., 2020; Wood et al.,Exidjtion on the
positive dfects of breastfeeding on health outcomes has been shown to increase the number of
women initiating breastfeeding at birth but it has not proved to be enough to lomgatdrm
breastfeeding retentiqikronborg et al., 2012)While the benefits of breastfeeding are an
essentiapiece of education, they need to be coupled with other components to have a more
robust impact on breastfeeding exclusivity and duration. ACOG recommends that professional
educationmclude the benefits of breastfeeding as well as the mechanics of the skill and that
providers need to be open to discussing a pat
that they may encountéACOG, 2021b) Evidence has showvthat for breastfeeding education
to increase breastfeeding outcomes, topics addressed need to include breastfeeding positions,
latching techniques, early signs of hunger, estimating milk guppt troubleshooting
techniquegParry et al., 2019; Pitts et al., 2015; Tan et al., 2020; K. L. Wong et al.,.2014)
Education should be provided in a way that strengthensrédastfeedemnentally and
emotionally, makinghemfeel proud oftheir breastfeeding jarney(Brown, 2016; Jerin et al.,
2020; Wood et al., Z®).

Womends Perceptions of Breastfeeding Educatio
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Several studies evaluated womends opinions
findings. Brown (2016) evaluated breastfeeding education and promotion, findiogith&€%
of participants fk their breastfeeding education had adequately prepared them to breastfeed a
baby. The study noted that mothers wanted bre
feed a baby instead of the fAbestodoway, reduci
unobtainable skill in addition to removing feelings of resentment and failure that mothers feel
when needing to use a combination of breastmilk and for(Butawvn, 2016) Participants also
stated they wished the ease of access anesawsig factors of breastfeeding had been
emphasize@Brown, 2016) Participants felt overwhelmed by the idea of breastfeeding
exclusively for six months, suggesting that helping new mothers first settshorgoals,
working towards six days then six weeks of exclusive breastfeeding before trying to tackle six
months may help improve maternal confidence and perception of their ability to domgve
termexclusive feedingBrown, 2016)

CortésRua and Diafsravalos (2019%ound that participantielt that boththeir
breastfeeding education and support were inadequate and did not prepare them for the challenges
of breastfeeding. In several studies, mothers suggested that the benefits of breastfeeding were
well established during provided educathort other areas of education involving feeding
positions, latcing techniques, milk expression, low milk supply, and honest conversations
regarding the challenges of breastfeeding should have also been included to improve success
(Brown, 2016; Cortéfua & DiazGravalos, 2019; Pitts et al., 2015; Tan et al., 20Q0e
study, utilizing the Ready, Set, BABY education materials, found that primiparous mothers had
improved knowledge regarding Babyiendly pratices and were able to identify early feeding

cues before a baby becomes fussy and begins crying (late feedir{Baug)et al., 2019)This
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curriculum was well received and described as both useful (98.3%n)fanthative (98.9%) by
the participantgParry et al., 2019)0ver 9% of the participants stated they would recommend
it to a friend(Parry et al., 2019)
Breastfeeding Rrriers

Breastfeeding education should complement the expressed needs of theimfarier
dyad. For the content to be effective in improving breastfeeding retention, in primiparous
mothers, it needs to address the reasons for early discontin{@taves et al., 2019; Daet
al., 2020; Jerin et al., 2020; Wood et al., 20I®)oughout all the relevant studies, perception of
low milk supply was a dominant theme for breastfeeding difficulties and ces&aG@G,
2021a; Brown et al., 2014; Daou et al., 2020; Demirci & Bogen, 2017; Gianni et al., 2019; Wood
et al., 2016)Nipple pain related to cracking and mastitis along with incorréattifay
techniques and engorgement are other commonly noted barriers to breastfeeding retention
(ACOG, 2021a; Daou et al., 2020; Demirci & Bogen, 2017; Gianni et al., 2019; Wood et al.,
2016) Studies also found that mothers returning to work with insufficient time to express milk or
inadequaté&nowledge on how to expreasdstore milk created a barrier for breastfeeding
succesg$ACOG, 2021a, 2021b; Brown et al., 2014; Daou et al., 2020; Demirci & Bogen, 2017;
Gianni et al., 2019)ACOG acknowledged that there are several barriers encountered during
breastfeeding and encouraged tieadre providers who have contact with these mothers to listen
and support them in order to help decrease the perceived barriers and increase breastfeeding
retention(ACOG, 2021a, 2021b)
BreastfeedingSelf-Efficacy

Evidence shoedthat breastfeeding sedffficacy is an essential component of a

successful breastfeeding intervention. Defined in several studies as the confidence a mother has
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in her ability to breastfeed her baby, enhanced breastfeedirgffsedicy haghe potential to
improve breastfeeding retenti@@Ghaves et al., 2019; Piro & Ahmed, 2020; Tseng et al., 2020;
M. S. Wong et al., 2021; Wood et al., B).IBreastfeeding sekfficacy was deriveétom
Bandur ads Soci alhichdtateathat strengthedsélfefiicacy results in an
increased ability to respond effectively in a stressful situgBamdura, 1977; Dennis, 1999)
Breastfeeding can be stressful, especially when encountering difficulties and barrieaadPiro
Ahmed (2020) reported that a strong breastfeedineefiedtbicy increases the chances a new
mother will initiate breastfeeding and increases the amount of effort she will put towards
breastfeeding. It was also found that mothers with high breastfesatifigence will work
longer and more diligently to master the skill of breastfeedimiyespond in a more positive,
less emotional way when difficulties arig&iro & Ahmed, 202Q)

Interventions that incorporated breastfeedingseiffidence and breastfeeding self
efficacy theory had higher rates of breastfeeding exclusivity throughout the postpartum period
including up to two months and at six monfRgo & Ahmed, 2020; Tseng et al., 2020; M. S.
Wong et al., 2021; Wood et al., 201&hese studies focused oropiding education both
prenatally and in the postpartum peringod to en
They found thaadequatelypreparing a womn for the challenges of breastfeeding, in a way that
improved her belief in her own ability to gherm, positively affected breastfeeding sefficacy
scores along with breastfeeding outcorf@saves et al., 2019; Piro & Ahmed, 2020; Tseng et
al., 2020; M. S. Wong et al., 2021; Wood et al., 20Ii@reased breastfeeding sefficacy
corresponded with a womandés ability to succes
difficulties she encountered without affecting the exclusivity of her breastfe@einog&

Ahmed, 2020; Tseng et al., 2020; M. S. Wong et al., 2021)
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Summary and Discussion

Direct Evidence

A review of evidencéased literature showed support for breastfeeding education and
postpartum support to improve breastfeeding duration and exclusivity. Through the extensive
review of articles, direct evideneescollected on how interventions shoule bffered
resulting in thanost significanpositive effect on breastfeeding outcomes. Strong support for the
met hod and timing of the inquiryds intervent.
duration was found in two EBPGs (level one evidenoé)sax systematic reviews (level one
evidence) along with several studies of lowerel evidenc€Kim et al., 2018; McFadden et al.,
2017, 2019; Meedya et al., 2017; Skouteris et al., 2017; USRSEal., 2016; M. S. Wong et al.,
2021; WHO,2018) The content of the i nagvalidateggibene br east f
systematic review (level one evidence), one randomized controlled trial (level two evidence),
two quasiexperimental studiedevel three evidence), one casantrol study (level four
evidence), and two observational studies (level six evidéadgves et al., 2019; Daou et al.,
2020; Demirci & Bogen, 2017; Jerin et al., 2020; Parry et al., 2019; Pitts et al., 2015; Wood et
al., 2016) The inclusion of breastfeeding sefficacy as a guiding themerfthe interventions in
the inquiry was strongly supported by two systematic reviews (level one evidence) and three
randomized controlled trials (level two eviden@€haves et al., 2019; Piro & Ahmez2)20;
Tseng et al., 2020; M. S. Wong et al., 2021; Wood et al., 2016)
Limitations

Limitations were noted during the literature review. While the WHO suggests-a well
accepted definition for exclusive breastfeeding, studies varied in their defirotioind not

define this term at alOnly a few studies noted a specific or standardized curriculum that would
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be easily reproducible for future uséost studies were highly heterogenous in the method and
timing of their interventions. Interventions randeaim one informal session prenatally to
multiple hourlong sessions, some had hospiiated components, and several included
postpartum followup interventions lasting anywhere from 6 weeks to 24 months. Some studies
included multiparous women which Igfttential for bias from previous breastfeeding
experiences and will not be included in this project.
Summary

Current literature supportgscombiration ofprenatalandpostnatal interventions to
improve breastfeeding duration and exclusivRyoviding these interventions effectiyavith
content that hathe potential to improve breastfeeding outcomes is also key for su»essll,
breastfeeding mothers netd help ofhealthcare professiorsftom initiation well into the
postpartum perito improvesuccessful retention of the skill.

Theory

TheBreastfeeding SelEfficacy Theory was developed by Cintlge Dennis and was
first published as a theory by Dennis in 1999
Learning TheoryTheBreastfeethg SelfEf f i cacy Theory focuses on at
confidence to breastfeéBennis, 1999)The theory begins with antecedentsjchiraffect sel
efficacy, moves into consequences, and culminates in the initiation and maintenance of
breastfeeding (Appendi®) (Dennis, 1999)Before a new behavior begins, a mother will decide
whether to pursue breastfeeding through several sources of informagiotecedents including
performance accomplishments, vicarious experiences, verbal persuasions, and judgments from
oneds physi ol ogi(ennsMed)Ehest antecedentehawe f direceedfect on

the amount of seléfficacy or confidence a mother has in her ability to breastfeed her infant.
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Whether high orlowself-e f f i cacy wi | | i mpact an inidividual ¢
response to mastering this complex sfilennis, 1999)Mothers with high seléfficacy are

more likely to initiate breastfeeding, esiahland work towards breastfeeding goals, put forth

more effort and endure difficulties, critically think through problems or seek help related to
breastfeeding, maintain positive emotions and thoughts surrounding their ability to breastfeed,

and embracehe challenge of breastfeeding without becoming overwhe(ednis, 1999)

TheBreastfeeding SelEfficacy Theory can guide healthcare pssi@nals as they
support breastfeeding mothers. Identifying mothers that have low breastfeedieidj cadfy is
key to improving breastfeedirrgtention. Supportinthese mothers with direct acknowledgment
of the difficulties they may fac@rovidinghand-on education, andsingpositive reinforcement
can help to improvéheir confidence and breastfeeding outcorfigsnnis, 1999)

Multiple research studiesupportthe application othe application of the Breastfeeding
Self-Efficacy Theory as a framework for interventions implemented to improve breastfeeding
outcomes. Two studies seeking to improve breastfeeding exclusiviguaation found that
includingthe Breastfeeding Seltfficacy Theory as a foundation to their interventions improved
their rates for both outcoméBiro & Ahmed, 2020; Tseng et al., 202Tis was also supported
by the results of two systematic reviews, which found that higher breastfeedieffisatfy led
to longer periods of exclusivity and duration at both two months and six months pastfMrtu
S. Wong et al., 2021; Wood et al., 2018he application of the Breastfeeding Sefficacy
Theory t o tueatis coptenbgneepodinatal suppdrt enhaittoe ability to increase
maternal confidence and promote increased exclusivity and duration of breastfégqiagdix
G).

Methods
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Project Approval

Primary approvaandsite agreemerfor this evidencéoasegdexempt researgbroject
wasgranted on August 202021,by the project siteés Institutional Review Board (IRB
(AppendixH). The University of MissouriKansas CityyRB andSchool of Nursing facultglso
provided their approval dhe exempt researgroject(Appendix | Appendix J. An amendment
to the projectregardingdata use agreements betwéas project sitend the University of
MissouritKansas City was approveédigust 31, 2021The pupose of the project was to improve
exclusive breastfeeding rates at six weeks postpartum tifirstbreastfeederinformed
consent was obtained befaerolling participants in the proje@ppendixK). Minimal risk was
posed tahose whachose to enroll.
Ethical Considerations

The projectds team | eader met menttoh each po
provideproject information and obtainformedconsent Potential participants weprovided
information on what to expect as a participant, the data thalitMee collected throughout the
project, the goals of the project, possible risks and benefits of participationeeeehsure
that their participatiomvasnot mandatoryallowing the option of withdraw at any tim&he
project site provided a secure lgpfor performng chart reviews and sting data.Both of the
¢ o h odemogréphic information and dat@rede-identifiedfor anonymous data reporting and
analysis.

A conflict of interesdid exist with theproject team leadewho wasacquiring clinical
hours at the project sitduring 2021 and 202Efforts to reducéhe nurse practitionguatient
relationship betweethe participans and theproject team leadencluded informing the

participants about the conflict of interest and providing informationansent as noted above.
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Funding

The pr oj e cwasprnting thd Ready, e, BABY educational booklets
(AppendixL). This costwas estimated &240for 50 booklets AppendixB). This expense was
fully covered by a grant received from theilersity ofMissouriKansaCity Wo me n6s Councii
Graduate Assistance FuimdFebruaryof 2022.The grant received eveprovided bythe Planned
Parenthood of Kansas City Award and the Martha Jane Starr Award
Setting and Participants

The project vasimplemented a& hospital affiliatedOBGYN clinic in Kansas The clinic
was staffed byseveral OBGYN physicians, physician assistamissesandsupport staff
Potential @rticipants vereprimiparous patients of thigr oj ect 6 s meattheprojecta p hy
site. Inclusion criteria for participamigereprimiparous patiets, with singleton pregnancies,
who intenedto breastfeedyere34-38 weeks gestation at the time of enrolim&mglish
speakingand who lada means otommunication fopostpartunsupport Exclusioncriteria for
the projecincluded any or all of the followingany previous breastfeeding experience, 40 weeks
gestation or more at the time of enrollmerd,interion to initiate breastfeeithg, andno means
of communication fopostpartunsupport

Participants wreselected through consecutive samplioffering enrollment to all who
met t he pr .drhistypée dd sampling helpdorradEce bias created by Aprobability
selection.It provided the project with the largest sample possible, increabimgeliability and
validity of the resultsAn offer to be included in the projectasprovided to all eligible
participants fronSeptembeto Decembenf 2021 with a goal of recruitinglO motherinfant
dyads to participate in theterventiors.

EvidenceBasedPractice Interventions
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Recruitmenfor the project began with chart review of all upcoming prenatal vidiis
t he p rsuppordng physisian(Appendix M, Appendix N)Potential participants were
determinedased on the inclusion/exclusion critefiie project team leader met with each
potential participantluring a prenatal visit tmform them about project and obtain informed
consent for thse that agreed to participdfgppendixK). Recruitmen&and enrollment began in
September of 2021 and continued throughout the implementation of the prenatal intervention
Following enroliment, the project team leader providedptiematal education session to each
participantduring oneroutineprenatal visibetweer86 and 39veeksgestation The prenatal
education detad#ld breastfeeding positions, how to determine ifrefant is latched to the breast
properly, benefits for breastfeeding mothers and infants, early feeding cues, and information
about milk supply. An educational booklealled Ready, Set, BABXvasgiven toeach
participant to take honte help reinforce tbfaceto-faceeducationAppendixL). The Raygor
reading level for this bookletasfifth grade.The prenatal education sessions began in
September of 2021 and continued through December of 2021.

Following the first participanbirth in September of 2021he project team leadbegan
providing postnatal support calls on postpartum days 5, 12, 19, 26, afthd&ecallsprovided
participants with breastfeeding support bibhnicaland emotional as well as alledtime for
the participants to astheir ownquestiors. These calls were individualizedontentdepenedon
the concerns or questiopssed by eacharticipantduring the calllf the project team leader felt
the participant could use hands breastfeeding support, tharticipantwasencouraged to make
an appointment with the hospHatfiliated lactation clinicTo determine breastfeeding

exclusivity for that weekparticipantsvereaskedduring the support calls if they had used any
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formulain the past weekThe postpartum support calls continued through February of 2022.
Evaluation and analysis of the project began
Change Proces3 heory

Kottetd s L e a d i Maglelptovided aygeiide fothisprg ect 6 s or gani zat i c
process. Proposed changes fail for a variety of reasonsn laund followthrough are
challengingobstacles to overcombut Kotter providd a model for making organizationkvel
changesuccessfu{Kotter, 2018)Kotteb s L eadi n g plopmergld stedota e |
successfully integrated a chan@@tter, 2018) These steps include creating a sense of urgency,
developing aalid team, forming and sharing the vision, empowering others to make the change,
accomplishing and celebrating shtetm wins, proceeding through revisions and improvements,
and establishing the chanfi¢otter, 2018) The project hd a strong teapmade up ofheproject
team leader, theupporing physician andhis nursingstaff. Duringimplementéon the team
reviewedtheinterventiors and participant feedback tieterminef the interventionsvere
succeshkll. Improvements and revisiomgeremade to increase sustainability followitige
p r oj commplefios The steps laid out by Kottérs  miave ot only helpedwith the
development anonplementation of thiproject,buttheysupplied ayuidefor the teanto
promot long-termsustainability for the clinic
EvidenceBased Practice Model

The Stetler Model of Evidend®ased Practicerasthe evidencéased practice model
chosen to guide this project. The Stetler model places significant importance on the critical
thinking skills of the practitioner in the implementatiorttod evidencebasedntervention
(Stetler, 2001)It containsseveral phases that hetfthe projecteam leademove from

preparing the project through research and defining outcomes to applying and evaluating the
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project(Stetler, 2001)Throughout the model, several spots allowgi®gect team leaddo stop,
review the progress, and decide if proceedwtt the projecis the best course of action
(Stetler, 2001)The StetleModel can beeffectivelyutilized to implement change inpaivate
medical clini¢ making it a good choice for the current projat d i (Stetker, 2001} e
Project Design

A quantitative, quasexperimentabktudydesignwasusedfor the projec{Appendix O)
Two cohorts baseline and interventiohelpedtod et er mi ne t he Thebasejnect 6s s
cohortconsisted opatientsof projecH mentorwho were seen prenatally and postnatally before
the projectods i mpl e cobkondorsistedd anconsedubivesample ofallr vent i o
thep r o) e c t pateatswhooveréndling to participateandmett h e  p rinolysienartd 6 s
exclusioncriteria.
Validity
Internal Validity

The causality of the interventiswassupported by providing the same prenatal
educatiorcontent breastfeedingpooklet, and number of postnatal interactions to all participants.
Both cohortsvere care for prenatally and postnatally by the same physician and nursing support
staff as well as gave birth in the same B&biendly designated hospital.

Potential onfounding variablethat couldthreaen a breastfeeding projantiude family
andpeer lveastfeeding suppoor lack theregfbreastfeeding barriers encountered, edhealth
status of both the mother and inféoitowing birth. Unexpected events such as damage to a
phone or loss of phoreervice could threaten tiper 0 j e c ty amsl couldbe atdibuted to
either socioeconomic disadvantage or technological difficulties. Selection bias is another threat

to internal validity. Participantseveselected if they interatito breastfeed which coulthve
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falsely increasgéthe outcomebeing measured. Attrition made affected positively or
negatively by personal feelings towards breastfeeding or the pebsenatfeedingxperience
of the participant.
External Validity

The transferability of the project deperah the variation in demographics achieved in
the participant samplingnd theability of any OBGYN clinic to implement the intervention
successfullyTheproject sité@ setting, a large OBGYN practice in an urban city, incréése
transferability and dernal validity.To enhance transferabilitproject and interventiofiow
modek weredevelopedAppendix M, Appendix N Differences in education styles or content
maythreaten successful transferability but usaimyegdannededucation sessicandproviding
identicalevidencebased education booksatanhelp to reduce this factor.
Outcomes

Two outcomes were assessed during the project. The first was exclusive breastfeeding at
six weeks postpartuniExclusivity wasbased ortheresponse to how mudireastmilkwas
received by the infardach week. Exclusive breastfeeding was designated fos ayigd 100%
breastmilk that weewhether at the breast or from a batBartial breaeeding was defined as
anysupplemeting with formula,and no breastfeeding was definedtesuse of onljormula,
with no breastmilk given

The second outcome measiigas breastfeeding duration. This was measured by the
continuation of anyreastfeedingexclusive or partialeach week. Anticipated resuyltsllowing
projects implementationincluded anapproximately 15%ncreasen number of infants
exclusively brestfed at six weeks postpartum aamdapproximately 10% increasetheduration

of any breastfeeding.
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Quiality of Data

An a priori power was calculated with G*Powgtaul et al., 2007Ayith a onesided
difference between two independent proportions with proportions of 0.5 and 0.8, alpha 0.05,
power of 0.8, and an allocation ratio of one revealed the need for a sample size of 62
paticipants, 31 in each cohoAn additional nine participants were added to each cohort to

account for possible attrition, creating a total target sample size of 80.

Twenty-four participants enrolled in the projécs | nt e r v.dwotpartipants o h or t
were lost to attrition during the postpartum support calese twalid not answeseveral of the
attempts at communication and did not attend theingigk postpartum visit at the diin
leaving no wayor the project leaddp collectbreastfeedinglata.To match the intervention
cohort size24 past patients were selected during a retrospective chart review to serve as the

baseline cohort.

Quiality of data collected was enhanced by collecting demographic anddbatisd data
for bothcohorts from thesameelectronic medical recorslystem Demographic data collected
included maternal agegthnicity, mode of birth, gestational age at birth, and birth complications
(Appendix P) Breastfeedingxclusivity data wascollected from the padipantsduring ther
weekly postpartum support calls and at tseirweek postpartum clinigisit (AppendixP). Both
cohorts were cared for by the saptg/sician and nursing staff, therefore glectronic medical

chars were similarn content andorm.

Project Analysis
Project datavasanalyzedoy the project leadewith descriptive and inferential statistics
(AppendixQ). Demographics assedin establishing the similarities of the coterd

compositions andvaluaing descriptive differences in breastfeeding outcomes by age, race, birth
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mode, gestational age at birth, and birth complicati@ableR1, Table R2)Breastfeeding
exclusivity wascategorized by full, partial, and nonBreastfeeding duratiowas described as
any breastfeedinghether exclusive or partial during each week postpariima exclusivity of
the intervention cohokvasevaluatedor each weelof the postpartunfollow-up perod (Chart
R1).| B MSPSS usedcheWald HO independentsamplegproportions zestto compare
breastfeeding duration and exclusivitgtweerthe baselin@andinterventioncohorts(Table RB).
T he pr cepsHeeding exclusivityesults atsix-weeks postpartumvas compared to
national and state data from the CDC on exclusive breastfeeding rates at three months
postpartun(Table R). Six weeks postpartum data was not available from the CDC for a closer
comparison.
Results

Setting & Participants

The setting for thistudy was a hospitalffiliated OBGYN clinic in KansasParticipants
were enrolled in the intervention cohfmam September to December of 2Q&bpendx M).
Age range for the participamtaried from22 to 32with a mean age &6.0 years. The
participants wer87.3%6 Caucasiarand12.8% Hispanic. The average gestational age for the
par t i dabesatbitthomas 38.8 week¥aginal births were experienced by 91/7%he
participants 8.3%underwent cesarean seo (Table R1) Birth-relatedcomplicationsvere
encountered during six of the births includprg-eclampsiashoulder dystociajacuumassisted
birth, infection, postpartum hemorrhagee-term labor failed induction of labomeonatal
resuscitation ashneed for transfeilhe baseline cohort was created from a retrospective chart
review, matching patients of tipgojectsitep r i or t o t he pr asjclesely 6s i mpl e

demographically as possible with intervention particip@h#ble R2) Age range for the
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baseline cohort wa20 to 33 with a mean age of 25.2 years. The participants &&r@o
Caucasiamnd12.3% Hi spanic. The average gestational aft
was 38.6 weekd/aginal births were experienced 8%.7% the participantand8.3% underwent
cesarean sectioBirth-relatedcomplicationsnvere encountered during six of the births including
fetal distress, neonatal resuscitation, postpartum hemorrhage, failed induction of labor; and pre
eclampsia.
Intervention Course

Following enrolimentdemographic data for the participants was collected from the
electronic medical record and input into the Google Sheets document created by the project
leader. Nexparticipants were provided withldminutebreastfeedig education sessioithis
session took place durirmperoutineprenatal clinicvisit between gestational age 36 weeks and
39 weeks. These education sessiwase provided to all 24 participarftem September to
December of 202(Appendix M, Appendix N)Participants were allowed time to asked
guestions following the education session.

Eachparticipand pregnancy course was followed the project leaddsy monitoring
their electronicmedicalrecordfor their hospitaladmission andirth-relatednotes.Participants
gave birth between September of 2021 and January of B6R@wing birth, postpartum support
calls were made to each participant starting on postparturfivéagnd continuing weeklfor
weekstwo, threg andfour and a inal call was made &ix weeks postpartunfor a total of five
calls Calls were preceded by a text messagéhe participarstthe morning of a scheduled call
to identify what time would work best for the team leader to call them thatfgeyrticiparts
did not answer the text messagesecond message was sent the following day. If this message

was unanswere@ phone call was placedetimext day and voice message was left. Participants
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who did not answer any messages or eadise marked as no respanfor that week and
messageandcalls were attempted at their next scheduled date.

Postpartum support calls begarSeptembeof 2021 and concluded in February of 2022
Data collected during the postpartum support calls included current breastfeeding exclusivity and
notes were made about topics discussed during each call. All the data was inputiato pr oj ec t
GoogleSheetslocumentTwo participants did not responal $everal of the postpartum support
calls including the final omat six weeks. The project team leader was unable to collect accurate
breastfeeding data fordbetwo participantsNo participants formally withdrew from the
project.

The baseline cohort waselected during a retrospective chart re\neginning in
December of 2021 and concludimgFebruary of 2022. Patientsceiving prenatal and
postpartum care prior to the project implementatjoimg back until January of 202@ere
eligible forchart reriew. Inclusion and exclusive criteria for the baseline cohort was similar to
the interventionncluding: primiparous patient with a singleton pregnancy anghtention to
breastfeedCharts were reviewed and matched as closely as possible to the ddnusgoéthe
intervention cohort participant$his included reviewing their prenatal care notes for intention to
breastfeed@nd their delivery notes for birth detaifsfter establishing the baseline cohort, their
six-weekpostpartum clinic visit note wasviewed forcomments on breastfeeding exclusivity.
Outcome Databy Subtopic

Foll owing the completion of the projectaos
cohort chart reviewan analysis of the data collected was performed. The outcomes of
breastfeeding exclusivity and duration were examined with descriptive and irgfeséatistics.

Demographic data was used to assess for any differences in breastfeeding exclusivity per
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demographic categoryhe two participants lost to attrition were used in the demographic data
total calculations but were not included in tealysisof breastfeedingxclusivity or duration
Demographic Comparison

The average age tliose breastfeeding at six weeks postpartum was similar in both
cohorts: 26.1 years for intervention a2@l5 years for baselin@able R1, Table R2)The same
was true br average gestational age at biB:0 weeks for intervention and 39.3 weeks for
baselineDue to thancreasedumber of dyads exclusively breastfeedingiatweeksollowing
the interventiongthe analysisof race birth mode and birthcomplicationsareelevated for the
intervention cohort when compared to the basedoteort.Overall, the demographics appeared
similar for both cohorts, suggestititat demographidsad little effect on breastfeeding
exclusivity or duration.
Exclusivity

Exclusive breastfeeding at six weeks postpartum was improvad.BYo from 41.7% at
baseline to 75. 0% f ol | qCGhartrR) TablehRS3. Wihenevalimted 6 s i nt
for statisticalsignificance by BM6s SPSS s of t wdeperdentsamiples Wal d HO
proportions zestproducedaonesidedp value @ 0.003 Thisshowedstatistical significance for
the increased number of participants exclusively breastfeeding at six weeks postpartum.

Whil e the CDCbs earliest r eghveetnanthon br east
postpartum, the participants of this studlysix weeks postparturwere exceeding the national
and state of Kansaates at three months B3.4% and 28.1% respectivelghart R4).
Duration

Duration of breastfeedingasdefinedas any breastfeeding (exclusive or partial). There

was an increase in duration of breastfeeding for the intervention cohort when compared to the



BREASTFEEDING SUPPORT 35

baseline cohomvith an increase df1.7% from 79.2%0 90.9%(Table R3) The Wald HO
independentsamples proportionstestproduced a onsided p value of 0.134. Thioes not
support a statistical significance for increased duration of breastfeeding however increasing
breastfeeding by over 11% &most91% of participants is clinically significant
Support Cals Content

While the content of the calls was not a measured outcome, there is value in knowing
what topicghe participants frequenttpalked aboutThe topics participantsiost frequently
voiced concerns about incledpumping, sore nipples, newborn sleep scheduldk supply,
andengorgement. Other topics discussed during the support calls included maternal exhaustion,
difficulty with latch, cluster feeding, introduction of a bottle or pacifieturning to work, and
building a frozen breastmilk supplyhese tpics align with the topicsiscoverednthepr oj ect 6 s
literature review.

Discussion

Successes

The outcomes for this project were mitstatisticdly significant increase in exclusive
breastfeedingp=.003) for the intervention cohort in comparison to the baseline cohort suggests
t he proj ect 6 s successfdnrinomvingbreastfeedingetentienwith education
andsupport While the total duration of breastfeeding from baseline to intéioremwas not
statisticallysignificant clinically anincrease in total duration of breastfeedingirtveeksfrom
79.2%t0 90.9% provides support for continuing the interventidihgs increase suggesthat
breastfeeding support and education can decrease thenahtyadswith total breastfeeding

cessation.
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Participantsexpressedrditudefor the education and thedividualizedsupportprovided
during the interventionsThey found the calls encouraging and appreciassthgscheduled
calls,stating thaknowing the project leader woulge calling to checkn gave thensomething
to look forward to
Strengths

An important strength of this project wdmetsupporgiven bythep r o j e cphysigant e 6 s
and nursing staffwithout staff buyin, theimplementation of theducational session in the
clinic couldhave been less successfs. participantdegan expressing their gratitude for the
projectds interventi ons-intontinduethtegrqwhy si ci an and

Another strength of the pject was the lowcost of implementatiarThe PDF of the
booklet provided to participants was obtained at no cost from the University of North Carolina.
Printing these booklets was the only cost of implementafiba.ease of implementation also
supportedhe success of the interventioAglding an additional 15 minutes of breastfeeding
education to one prenatal visit cavuasdckddti | i ttl e
not require the participants to makes extra trips to the clinic

Schedulegostpartum phones callseweanother strength for this projedheday five
postpartunsupport call wascheduled purposefultp makecontactwith the participants around
the time theyweresettling in at home following discharge from the hospialring their
hospital staythey hadcontinuoudactational suppotbut following dischargewhich is typically
day two or three postpartyrhey arrivehometo find that theidactatioral support may be
lacking.Weekly calls during the first four weeks serviad purpose of collecting breastfeeding
outcome data but also provided weekly support to these first time breastfeeders during some of

the most trying weeks of the breastfeeding jourieyticipants appreciated knowing that the
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project leader would be cadly to checkin each week, commenting thatémovedhe stress of
attempting to reach out for help.

The support calls were placedth the convenience of the participants in mind, allowing
them to pick what time of day would best work with their schedules. Wsimgg pr oj ect | ea
personal phone allozdfor the callsto bemade from wherever the project leader was at the time
deaeasng the burden and time consumed making thBata from the support calls was input
into the projectédés Google Sheets document. Th
it kept track of all the pareasjcalisghedud anddatd e mo g r
from all support calls. Without the call schedule, the project leader may have had trouble keeping
up with the approximately 120 calls.

Finally, the project wasteengthened by aW attritionrate. Of the 24 péicipants who
enrolledin theproject all 24 participatedin the prenatal breastfeeding educasessiorand
only two did notinteract with the project leader during the pastumsupport peod.
Comparison to Published Literature

The results from the project were compared to evidéooethep r o j leecaturé s
review. Huang et al(2019)found that after providing prenatal breastfeeding education and
postnatal support, 7260f their invention group was breastfeeding exclusively at six weeks
postpartumThis findingis similar tothe percentage of participasiteportingexclusive
breastfeeding at six weekstins project

Fu et al.(2014)found that the telephone support group had statistically significant
improvement in breastfeeding duration compared to standard care with approxim#ieify 58
the intervention group versu8% of the standard care group breastfeeding at two months

postpartum. Jerin et al.'s (2019) intervention of postnatal telephone sbhagatatistically
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significantimprovanent ofbreastfeeding exclusivity at two monti$ese two studiesuggest
that pogpartum support isffectivefor improving breastfeeding outcomes which was congruent
with this projectds results.
Limitations

Internal Validity

While the inclusion criteria of intention to breastfeed was necessary due to the limited
time of theproject, it may have affected the internal validity of theitesConfounding factors
may havealsoaffected the validity of the project. A major factor tbhatildaffect breastfeeding
retentionis inaccurate breastfeeding information obtained from fgrfriends, the internet, and
social mediaDuring support callssomeparticipants did mention when they had heard
conflicting advice othad less support than they expected from their significant
other/family/friendsAnother factor to consider is the itementation of the interventions being
over Thanksgiving and Christmas, which may have increased stress on the breastfeeding dyad.
Internal validity may have also been affected by participantgeyatirting their breastfeeding
exclusivity.
External Validity

External validity was affected by a small sample size and low ethnic vairaticould
bei mproved by greater vari at i on Thepartitigpagswere oj ect
nearly allCaucasianvoman ancione of theparticipants were African Americar Asian The
age rangef theparticipans was22to 32, which mayhelp toimprowve external validity The
project site was a large, urb@BGYN clinic with a wide variety of patient demographics. With
a longer timeframgit is possible that enrolimentould have included a larger variatioh

participants.
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Minimize Limitations

Consecutive sampling was used to increase the number of potential participants. While
the project only had 24 participants, this reflected 1@@%6llment of the potential participants
availabl e duri ng Aldngertimeframeenayhave indreaserkttier a me .
intervention sample size and ethnicigtion.

The project leader preplanned the contents of the prenatal education sessimcéche
variationin information provided to the participants. All participants gave birth at the same
Baby-Friendly hospital and had access to the same hostfiilated breastfeeding cliniéh an
effort to decrease limitations related to gejpoted dataparticipants werall asked if they had
used any formulan the past week during each support.cHfie question was posed in a direct
and similaiway to decrease confusion and increase acguwgreporting.

Sustainability and Maintenance

Sustinability of these interventions depends on several factors owhedstof
implementation supports sustainabilifyhe booklet used in this project couldastituted for
literature the clinic currently provides to increasistainability Finding knowledgeable staff
who have timeavailableto provide the interventions may decrease sustainalfilitge there is
plan in place for continuing the interventions, the only maintenance thabemeguired would
be when revisions aneeded

The satisfaction experienced by the participants andubeess perceived by the
supportingohysician has led to a search for a lactation consultant to continue providing the
interventionsat the project sitafterimplementation by the projet#ader has commencethe

supportingohysician felt hat the importance of supporting breastfeeding for his patients was far
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greater than the barriers that may be encounteredwsrke throughtthe onboarding process of
hiring a lactation consultant.

Interpretation
Expectedand Actual Outcomes

The expectedutcome for this projestasan improvement in the retention of
breastfeeding measutdy breastfeeding exclusivity at six weeks postparilime. project leader
anticipated the interventions provideduld lead tamproved breastfeeding exclusivity and
duration at six weeks postpartum. The actual increase in percentage for exclusive breastfeeding
at six weeks postpartur33.3%,was more than the project leader expedidation of any
breastfeeding as also increased at six weeks postpartum BEAI his wasalsomore than
originally anticipated.

The increasén exclusive breastfeedingas notable for statistical significanaedboth
outcomes were clinically significarifVhen compared tinreemonthbreastfeedinglatareported
by the CDQC the intervention cohost six weeks postpartuexceeded the rates of exclusive
breastfeedindor both national and statecords The lack of tatistical significance for the
improvement of the duration of breastfeeding may heeancausedy the small sample size

and short timeframe of the project.

Intervention Effectiveness

Both thestatisticalanalysis and the clinical analysis of the interventguggesthat the
prenatal education and postpartum support calls were effectingmoving the rates of
exclusive and any breastfeeding for fitishe breastfeeder3he project was also effective
decreasing theumberof dyads that had total breastfeeding cessation before six weeks

postpartumThe effectiveness of these interventiovb likely beheightened in settings where



BREASTFEEDING SUPPORT 41

breastfeeding ialready supported and encouragéthile these interentions were implemented
in a hospitalaffiliated OBGYN clinic, they could beffectivelyi mp | ement ed i n any
health clinic that is caring fg@regnant and postpartum patients.
Revisiors

There are some improvements that could be made to thistptoeasng the
postpartunsupportperiod toeither threer six monthswould align the postnatal intervention
more closely witithe recommendation to continue exclusive breastfeeding to six months
Providing asecondprenatal breastfeeding sessexplaining thebenefits of breastfeeding earlier
in pregnancynayhelp increase number of patients opting to initiate breastfeetiegprojeafs
participants recommended including information about engorgement and cloggetliots in
the prenatal education session, as this was something they had concerns about within the first
few weeks of breastfeeding but had received little information about.
Expected and Actuallmpact to Healthcare and Cost

The interventions of this stly were expected to proviteeastfeedingupportfrom the
clinic settingto first-time breastfeedets improvetheir breastfeeding retentioithe study
found as literature suggesthat providingprenatabreastfeedingducation angiostpartum
supportto first-time breastfeedersanhelp to improve rates of exclusive breastfeeding
breastfeeding duration

Theactualcost of theproject wasnorethan theexpectedost. This is due in part to the
project team leader having littlggerience in printingarge numbers of booklets. Overall, the
actual cost of the project, $2.56for 50 booklets, was low. This castuld be reduced by a
clinic thatcontracts witha printing company or in a clinic that already has suitable breastfeeding

education materials availab/hi | e not <cal cul ated in the proje
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donated by the project team leader would need to be corgsmben determining feasibility of
implementation Appendix B.
Conclusion

Breastfeeding retention issggnificantpublic health issue thabuld be addressed in the
clinic setting Great strides have been made in achieving a high percentageatbn of
breastfeeding at birtfout more focus isequiredto help supporbreatfeedersespeciallythose
attempting for the first timegs they continue their breastfeeding journeys. High rates of non
exclusive breastfeeding and cessationoftendue to barriers encountered during the early
postpartum period includintpe percepion of low milk supply, difficulty with technique, low
breastfeeding sekfficacy, nipple pain, fatigue, and return to weCOG, 2021b; Brown,

2016; CortésRua & DiazGravalos, 2019; Daou et al., 2020hese barriersould be addressed
and everavoided with proper breastfeeding education and support from healthcare providers,
starting in pregnancy and extending into the postpartum p@viocBadden et al., 2019;

Skouteris et al., 2017; M. S. Wong et al., 2021; Wood et al., 2016)

Implementation of this projech faceto-face prenatal breastfeeding education session
coupled with several postpan support interactionsuggestshe potentiabf these
interventiongo increase breastfeediogtcomesand improve public healtrutureendeavors
could include extending the postpartum support time frame or increasing the number of prenatal
breastfeedig education sessiots further improve breastfeedimgtention

Disseminatiorof the project include a poster presentation at the Midwest Nursing
Researctoci et y6s conf e raedrebngssionror phlgicatioh ilVvo me 8 6 8 2
HealthcareA Clinical Journal for NPs, the official journal of the National Association of

Nursing Practiti o@epensix3)FolloWiogrgmdudtisnthéHpeogedt wilh
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be submitted for presentation at therse PractitionersinWoe n6s Heal t h nati onal

held in thefall of 2022.
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Appendix A
Definitions of Project Terms

Exclusie breastfeedingnfants receiving only breastmilk at the breast, expressed milk, or from
a wetnurse without supplementation of any other source avitixception for vitamins and
medicationgWorld Health Organization, 2008)

Primigravid/ primiparous first-time motheWorld Health Organization, 2018)

Breastfeeding sekfficacy confidence a mother Ban her ability to breastfeed her baby
(Dennis, 1999)

Postpartum periodfirst 12-weeks following birth(Paladine et al., 2019)
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Appendix B

Project CostTable

Description Quantity Unit Cost Anticipated Revenue
Cost

Printed Breastfeeding 50 booklets $4.79/book $239.56
Booklet education

booklet
Student Time Hoursused for Est.60hrs $48/hr $2,880

education in

office and

follow-up

interactions
Postpartum Telehealth Call 5 calls per $20-$200
Call patient per call *

*Depending on insurance billing, coding, and reimbursement
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Appendix C

Adaptation of PRISMA Flow Diagram

54

c
e Records identified through Additional records identified
g database searching through other sources
= (n= 339) (n =58)
&
- l l
) Records after duplicates removed
(n =292)
(@)
c
c
O
<
(% A 4
Records screened N Records excluded
(n = 292) (n=182)
2z v _
= . Full-text articles excluded
= Full-text arfuc_le_‘s. assesse( ,|  due lack ofrelevance or
L for el_'g'b'“ty qualitative design
(n = 110) (n — 83)
©
[}
-D - - .
3 Studies included in the
= quantitative synthesis
(n=29

Adapted from Moher D, Liberati A, Tetzlaff J, Altman DG, The PRISMA Group (20@@YerredReportingltems forSystematic Reviews and

MetaAnalyses: The PRISMA Statement. PLoS Med &100097. doi:10.1371/journal.pmed1000097
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Appendix D

Melnyk Rating System for Level of Evidence

Rating System for the Hierarchy of Evidence
For an Interventional Inquiry
(Additions* by Dr. Lindholm for course N5555 and N5613)
Evidence Level Study Designs
i Systematic review or metnalysis of all relevant RCTs.
Lol [ i Evidencebased clinical practice guidelines based on systematic reviews
RCTs and other quantitative designs*.
1 Well-designed RCT.
Level 1| I Quantitative systematic reviewwell-designed controlled trial without
randomization.
1 Well-designed controlled trial without randomizati@uastexperimental).
el 1 Quantitative systematic review of casntrol, cohort, or correlational
studies.
Level IV 1 Well-designed caseontrol or cohort studgr crosssectional study.
i Systematic review afuantitativedescriptive(no relationships to examiney
Level V systematic review of qualitative studies.
9 Singlequantitativedescriptive(no relationships to examine in the study) or
Level VI singlequalitative study
9 Opinion of authorities and/or reports of expert committeksical practice
Level VII guidelines based mostly on expert opinion, integrative reviews, review of
literature

Adapted fom Melnyk, B. M., & FineoutOverholt, E. (2019)Evidencebased Practice in Nursing and Healthcare Guide to Best Practic@ith
ed.). Wolters Kluwer.
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First author, Year,
Title, Journal

Purpose

Appendix E

Synthesis of Evidence Table

Research
Desigrt,

Evidence Levet

Sample &
Sampling,
Setting

Measures &
Reliability
(if reported)

Results & Analysis
Used

56

Limitations &
Usefulness

THEME: Timing of Interventions

& Variables

Ahlers-Schmidt et al.
(2020)

Impact of Prenatal
Education on
Breastfeeding Initiation
Among Low-Income
Women

American Journal of
Health Promotion

Determine if
participants
receiving prenatal
education

initiated
breastfeeding at a
higher rate.

Retrospective,
descriptive cohort
study.

Level 6 evidence.

-Prenatal education
program.
-Breastfeeding at
hospital discharge.

1489 mothers
with a singleton
pregnancy.

Consecutive
sampling.

Sedgwick
County, Kansas.

Report of
breastfeeding at
dischargeper
the birth
certificate
report.

Intervention participants
were significantly more
likely to initiate
breastfeeding than
controls. 93.65% vs.
87.48%

X2(1)=9.077, p= 0.003

One county, relied on birth
certificate accuracy.

Intervention shows potential
to increase breastfeeding
initiation, especially in
vulnerable populations.

BallestaCastillejos et al.
(2020)

Factors that influence
mothers' prenatal
decision to breastfeed in
Spain

International
Breastfeeding Journal

Identified reasons
that influence
mot her so
to breadeed.

Cross sectional,
observational study.

Level 4 evidence.

-Prenatal intention.
-External
influences.

-Main reason for
breastfeeding.

5671 women
who had given
birth 20132018.

Convenience
sample.

Breastfeeding
associations in
Spain.

Questionnaire
with 5 yes/no,
16 Likert scale,
and 1 open
response
questions.

Reliability not
reported.

Maternal education that
included breastfeeding
training increased

likelihood to breastfeed
aOR 2.10, Cl 1.323.34

Voluntary participation bias
ard sampling from
breastfeeding associations.

Breastfeeding education has
positive effect on intention to
breastfeed.

Huang et al. (2019)
Individualized
intervention to improve
rates of exclusive
breastfeeding

Medicine

Effectiveness of
individualized
intervention
compaed with
routine care in
improving
exclusive
breastfeeding.

Randomized
controlled trial.

Level 2 evidence.

-Individualized
prenatal
breastfeeding
education and
postnatal lactation

support.

293 women.

Blinded, simple
random
sampling.

Obstetrics office
and Baby
Friendly hospital

Breastfeeding
attrition
prediction scale,
breastfeeding
knowledge
scale, breast
feeding
assessment
scale, and self
reported

Exclusive breastfalng
rate at 4 months was
increased for the
intervention group.

RR 1.78,Cl 1.12.82
Increased likelihood to
breastfeed on demand
with intervention.

RR 9.00, CI 4.0919.74

Only followed to 4 months,
did not evaluate different
forms of support.

Prenatal and postnatal
education/support can be
effective in improving
exclusive breastfeeding rate:
Faceto-face interventions
more likely to detect materne
problems. Phone calls can
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McFadden et al. (2019)
Counselling interventions
to enable women to
initiate and continue
breastfeeding: a
systematic review and
meta-analysis

Inter national
Breastfeeding Journal

Kim et al. (2018)
Interventions promoting
exclusive breastfeeding
up to six months after
birth: A systematic
review and metaanalysis
of randomized controlled
trials.

International Journal of
Nursing Studies

World Health
Organization (2018)
Guideline: counselling of
women to improve
breastfeeding practces

WHO Library

Examine
effectiveness of
different
breastfeeding
counseling
interventions.

Review how
effectively
interventions can
help sustain
exclusive
breastfeeding to 6
months.

Guide global,
evidence
informed
recommendations
on breastfeeding
counseling, as a
public health
intervention, to
improve
breastfeeding
practices.

-Duration of
exclusive
breastfeeding.

Systematic Review/

Metaanalysis.
Level 1 evidence.

-Breastfeeding
counseling
-Breastfeeding
practices from birth
to 24 months

Systematic Review/

Metaanalysis
Level 1 evidence.

-Intervention type
-Intervention time
-Intervention
provider type

-Intervention setting

-Breastfeeding
exclusivity and
duration
Evidencebased
practice guideline.

Level 1 evidence.

-Breastfeeding
initiation
-Breastfeeding
exclusivity and
duration
-Supplementation

63 trails,total of
33,037 women

Randomized,
cluster
randomized, and
quast
randomized
controlled trials.

27 rardomized
controlled trials,
total of 36,051
women

Randomized,
cluster
randomized, and
quast
randomized
controlled trials.

48 randomized
controlled trials,
15 cluster
randomized
trials, 36
qualitative
studies.

Included 26
countries.

breastfeeding
data.

Reliability not
reported.

GRADE
approach used t(
assess quality of
evidence.

Reliability not
reported.

Metaanalysis
with
Comprehensive
Metaanalysis
version 3.0.

Cochrane
Coll abor
Risk for Bias
tool used to
determine each
studyobs
bias.
Developed per
the WHO
handbook for
guideline
developnent
and the
DECIDE
framework.

Counseling reduced ris
for breastfeeding
cessation from 4 to 6
weeks postnhatdkR
0.85, Cl1 0.770.94.

Interventions of both
prenatal and postnatal
reduced risk of stopping
exclusive breastfeeding
RR 0.71, Cl 0.59.93
Breastfeeding
interventions have
positive effect on 6
month exclusivity.

OR 2.77,Cl 1.813.76

Most effective
interventions started at
birth and extended into
postpartum.

OR 3.32,Cl 1.8%.03

Breastfeeding
interventions prenatally
and postnatally reduce
likelihood of not
breastfeeding at-8
weeks RR 0.91, CI
0.761.05

and at 6 months

RR 0.79, Cl 0.690.93

reduce economic cost of
breastfeeding support.

Intervention heterogeneity,
trials included were mostly
from highrincome countries,
no trials included caesarean
birth.

Overall findings suggest
prenatal face to face
counseling and
prenatal/postnatal telephone
support.

Exclusion of several RCTs
due to dataollection
stopping before 6 months or
poor definition of
breastfeeding exclusivity,
cultural influences,
intervention heterogeneity.

Recommends use of
prenatal/postnatal
intervention combination
with well-defined protocols.

Intervention heterogeneity,
lack of support for
pregnancydelivery
complications, returning to
work, with trauma, stress, or
inadequate food resources.

Counseling should be in the
prenatal/postnatal periods,
faceto-face with telephone
support, and the first weeks
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-Artificial nipples
and bottle use

postpartum are critical for
breastfeeding estabhment.

Meedya et al. (2017)
Effect of educational and
support interventions on
long-term breastfeeding
rates in primiparous
women: a systematic
review and metaanalysis

Joanna Briggs Institute

Database of Systematic
Reviews

Schreck etal. (2017)

Review effect of
professional
breastfeeding
education and
support
interventions on
duration and
exclusivity of
breastfeeding.

Determine the

Systematic Review/
Metaanalysis.

Level 1 evidence.

-Professioal
breastfeeding
education
interventions.
-Breastfeeding
support
interventions.
-Breastfeeding rates
at 6 months and up
to 2 years
postpartum.

Quasiexperimental

10 studies on
primiparous
mothers who
intended to
breastfeed.

Randomized
controlled trials.

650 womerfrom

Standardized
critical appraisal
instrument
created by
Joanna Briggs
Institute Meta
Analysis of
Statistics
Assessment and
Review
Instrument

Adequate
quality
threshold= mean
guality score
minus one
standard
deviation

14, (1218)
IRB-approved

Interventions with both
prenatal
education/support and
postnatal education
support increased
breastfeeding at 6
months postpartum.
OR=0.91. Cl 0.64..30
p=0.28

Prenatal only and
postnatal only
interventions showed
little difference in
breastfeeding dutian.

Increased breastfeedin

Only included articles in
English, small number of
included studies, variance in
outcome measures in each
study.

Overall findings support
prenatal/postnatal
combination for breastfeedin
education and support.

Interested in breastfeeding

Both Prenatal and effect of a study, pre/post prenatal telephone survey initiation for prenatally could influence
Postnatal Interventions hospitatbased intervention groups. clinic/local including infant | postintervention group | participation, reliance on self
Are Needed to Improve prenatal hospital. feeding p<0.0001. report, population difficult to
Breastfeeding Outcomes | intervention Level 3 evidence. methods, contact via telephone.
in a Low-Income combined with Randomized breastfeeding Participation in both
Population postnatal -Prenatal pre/post continuation, prenatal education and The prenatal education aidet
interventions on | breastfeeding intervention influences, postnatal breastfeeding in increasing initiation and
Breastfeeding Medicine | breastfeeding education. selection. experiences, support group increase( was deemed helpful, but the
outcomes. -Hospitatbased goals, barriers, = breastfeeding duration, postnatal support was
breastfeeding and how helpful 59% breaded to at least necessary to affect duration.
support. Detroit, they found the = 6 months vs 28% with
-Breastfeeding Michigan. intervention. prenatal only.
initiation.
-Breastfeeding Reliability not
continuation. reported.
Skouteris et al. (2017) Review Systematic Review.| 12 studies with | Cochrane Combination of Intervention heterogeneity,
interventions follow-up of at Col I ab o1 education and support | cultural influences, no
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Interventions Degined to
Promote Exclusive
Breastfeeding in High
income Countries: A
Systematic Revew
Update

Breastfeeding Medicine

designed to
promote exclusive
breastfeeding up
to 6 months.

Level 1 Evidence.

-Intervention
components.
-Effect on
breastfeeding
exclusivity and
duration.

least 4 months
postpartum.

Randomized
controlled trials.

United States,
China, Australia.

Risk for Bias
tool used to
determine each
studyos
bias.

GRADE

approach used t
assess quality of
evidence.

was significantly
successful.

Four studies with
successful outcomes
included longterm
postpartum support.

statistical comparison of the
studies.

Supports the use a
prenatal/postpartum
intervention with a strong
focus on longterm
postpartum support.

K. L. Wong et al. (2014)
Antenatal Education to
Increase Exclusive
Breastfeeding A
Randomized Controlled
Trial

Obstetrics and
Gynecology

Kronborg et al. (2012)
Antenatal training to

improve breast feeding: a

randomised trial

Midwifery

THEME: Method of Interventions

Assess the succes
of a healthcare
provider oneto-
one breastfeeding
intervention on
breastfeeding
exclusivity and
duration.

Effect of a
prenatal training
program on
knowledge, seff
efficacy and
problems related
to breastfeeding
and on
breastfeeding
duration.

Randomized
Controlled Trial.

Level 2 Evidence.

-Exclusive

breastfeeding
-Duration, any
breastfeeding

Randomized
contolled trial.

Level 2 evidence.

-Prenatal education
program at 385
gestational weeks.
-Duration,
exclusive, any
breastfeeding.
-Breastfeeding
knowledge.
-Breastfeeding self
efficacy scores.
-Problems
encountered.

469 primiparous
mothers of Hong
Kong.

Block random
sampling.

Hong Kong,
China.

1193 primigravid
women from
prenatal &inic.

Blinded, simple
random
sampling.

Prenatal clinic.

Self
administered
questionnaire.

Reliability not
reported.

Yes/No
questions for
breastfeeding
duration and
problems.
Breastfeeding
knowledge,
coping,
management
Likert scale.
Self-efficacy
with validated
BSESSF scale.

Reliability not
reported.

No significant change ir
control and intervention
group for exclusivity
p=0.77, CI-0.08 0.11
or any breastfeeding at
6 weeks.

p=0.49, CI-0.13 0.06

Breastfeeding
confidence increased
with intervention at 36
weeks getation.

p= 0.05

Increased breastfeedin
knowledge with
intervention at 6 weeks
postpartum.

p=0.02

No differences in self
efficacy, reported
problems, or duration a
6-weeks postpartum.

High breastfeeding initiation
rates in stting, selfrecall
bias, did not measure
postnatal support.

This study shows that
prenatal education alone
cannot sustain breastfeeding
6 weeks.

Homogeneous participant
population, method of
guestioning brestfeeding
problem.

Higher expressed knowledge
and selfefficacy in the
intervention group correlated
with longer breastfeeding
duration.

May need postnatal
intervention to help support
confidence, seléfficacy, and
duration.

Wong et al. (2021)
Effectiveness of
educational and

To examine the
effects of different
approaches to

Sygematic Review,
metaanalysis.

13 articles on
primiparous
women, who

Metaanalysis
performed by

Education and support
interventions had a
significant effect on

Generalizability decreased
due to narrow scope for
studies populations, studies
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supportive intervention
for primiparous women
on breastfeeding related
outcomes and
breastfeeding self
efficacy: A systematic
review and metaanalysis

International Journal of
Nursing Studies

Jerin et al. (2020)
Mobile phone support to
sustain exclusive
breastfeeding in the
community after hospital
delivery and counseling:
a quaskexperimental
study

International
Breastfeeding Journal

educational and
supportive
interventions that
can help sustain
breastfeeding and
improve
breastfeeding self
efficacy for
primiparous
postnatal women.

Determine if
breastfeeding
support, following
a hospital delivery
and by mobile
phone after
discharge can be
effective in
improving
exclusive
breastfeeding.

Level 1 evidence.

-Exclusive and

partial breastfeeding

rates.
-Breastfeeding self
efficacy.
-Breastfeeding
knowledge.
-Maternal
satisfaction.

-Cost of
intervention.

Quasiexperimental
study.

Level 3 evidence.

-Exclusive
breastfeeding rate.

delivered
vaginally at term.

Randomized
controlled trials.

241 women who
intended to
breastfeed,
delivered at
Centre for
Women and
Child Health,
and owned a
mobile phone.

No
randomization.
Preintervention:
April-September.

Review
Manager 5.3.

Heterogeneity
measured by?
statistic;
outcome data
assessed with
odds ratio,
confidence
interval, and
standird mean
difference.

Medical records
and telephone
questionnaire.

Reliability not
reported.

exclusivity. OR 1.68, ClI
1.2-2.34, p=0.002

Self-efficacy theory
implementation had a
significant effect on
exclusivity. OR 2.5, ClI
1.554.03, p=0.0002

Prenatal/postnat
components were 3x
more likely to increase
exclusivity. OR 3.06, CI
1.227.66, p=0.02
Intervention infants
were exclusively
breastfed at a higher
rate than pre
intervention 78% vs
58% p=0.000

Intervention exclusive
rate Emon=89%, 5
mon=71%
Preintervention rate
1-mon=85%, 5
mon=42%

had high heterogeneity,
insufficient data follow up for
self-efficacy.

This review spports all
points of the inquiry
including time frame,
intervention style,
breastfeeding education
component, and seéfficacy.

Seasonal effects of
breastfeeding in area, no
randomization, selfecall
bias.

Mother with mobile phone
support breastfed their infant
exclusively for longer
periods. Phone calls were
made every 15 days.

Intervention:

July to

December.

Dhaka,

Bangladesh.
Chaves et al. (2019) Evaluate Randomized 132 postpartum | Breastfeeding | Long term seHefficacy | High sample loss rate,
Telephone intervention in | effectiveness of | controlled trial. mothers, Self-Efficacy was increased (4 decreased generalizability.
the promotion of self telephone breastfeeding, Scale Short months).
efficacy, duration and intervention to Level 2 evidence. | oneterm infant. = Form (BSES p=0.01 Shows that telephone suppo
exclusivity of increase SF) Cror can help but is not enough tc
breastfeeding: breastfeeding self -Breastfeeding self Blinded, simple | alpha 0.74. Did not statistically impact breastfeeding
randomized controlled efficacy, duration,| efficacy. random impact exclusivity (2 retention.
trial and exclusivity. sampling. mon & 4mon).
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Revista Latino
Americana de
Enfermagem

Forster et al. (2019)
Proactive Peer (Mother
to-Mother) Breastfeeding
Support by Telephone
(Ringing up About
Breastfeeding Early
[RUBY]): A Multicentre,
Unblinded, Randomised
Controlled Trial

EClinicalMedicine
McFadden et al., (2017)
Support for healthy
breastfeeding mothers
with healthy term babies

Cochrane Database of
Systematic Reviews

Fu et al. (2014)
Professional
breastfeeding support for
first-time mothers: a
multicenter cluster
randomised controlled
trial

Evaluate a
proactive,
postnatal
telephonebased
intervention for
breastfeeding
outcomes at 6
months.

Examines forms
of interventions
that provide extra
support to
breastfeeding
mothers and to
assess the impact
on breastfeeding
duration,
exclusivity, health
outcomes, and
maternal
satisfaction.

Assess the
differences
between two
postpartum
support
interventions on
breastfeeding
outcomes.

-Exclusivity and
duration.

Randomized
controlled trial.

Level 2 evidence.

-Breastfeeding rate.

-Time of
breastfeeding
cessation.

Systematic Review/

Metaanalysis.
Level 1 evidence.

-Types of
breastfeeding
interventions.
-Breastfeeding
exclusivity and
duration.
-Related health
outcomes.
-Maternal
satisfaction.

Randomized
controlledtrial.
Level 2 evidence.

-Breastfeeding

rates, any/exclusive

-Duration of
breastfeeding.

Fortaleza, Ceara,
Brazil.

1157
primiparous
women intending
to breastfeed.

Non-blinded,
simple random
sampling.

Victoria,

Australia.

100 studies,
healthy pregnant
mothers
intending ©
breastfeeding or
already
breastfeeding.

Randomized and
quast
randomized
controlled trials.

724 primiparous
women who
intended to
breastfeed
without serious
complications.

Medical records
and self
administered
questionnaire.

Reliability not
reported.

GRADE
approach used t
assess quality of
evidence.

Considers study
limitations,
consistency of
effect,
imprecision,
indirectness, anc
publication bias.

Written and
telephone
questionnaires.

Reliability not
reported.

p=0.98 & 0.573

Intervention group had
lower rates of cessation
and higher rates of
breastfeeding at six
months.

HR 0.77 Cl 0.610.97
and

RR 1.10 CI 1.021.18.

Those eceiving support
were significantly less
likely to quit
breastfeeding. RR 0.91
Cl1 0.880.95

Intervention increased
breastfeeding likelihood
at six weeks.

RR 0.87, Cl 0.8@.95

Face to face appears tg
have most positive
effect on breastfeeding
duration.Ch?=10.63
df=2 (P=0.005),%
81.2%

Telephone support
increased likelihood of
exclusive breastfeeding
at 3months and lower
overall risk for
cessation.

OR 1.89 CI 1.24.90
and

HR 0.79 Cl 0.640.98

Breastfeeding motivation
bias, selrecall bias.

Telephone support given
postpartum improved
breastfeeding rates; peer
support offers lowcost
intervention.

Heterogeneity of articles, bia
of studies due to lack of
blinding.

Review suggests that
breastfeeding support and
face to face interventions hel
to improve duration and
exclusivity.

Unequal participants in each
group, 24hr breastfeeding
recall bias, seffeport bias,
inability to blind participants.

Postpartum support increase
maternal onfidence and

increases breastfeeding rate
Telephone support is easier
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Royal College of -Breastfeeding Clustered manage and financially
Obstetricians and cessation. random Telephone support responsible.
Gynecologists sampling. increasedreastfeeding

rates compared to-n

Hong Kong, hospital intervention bu
China. without statistical

significance.
THEME: Breastfeeding Duration and Exclusivity
US Preventive Services = Updated Evidencebased Systematic review to | Grade B recommendation.
Task Force et al. (2016) | recommendations| practice guideline. update
Primary Care on primary care recommendations from Breastfeeding education and
Interventions to Support | interventions to Level 1 evidence. 2008. support interventions improv
Breastfeeding: US promote likelihood of breastfeeding ai
Preventive Services Task @ breastfeeding. Focused on less than 3 months and 3 to
Force Recommendation effectiveness of months.
Statement interventions promoting

and support
JAMA breastfeeding initiation,

duration, and

exclusivity.
NnebeAgumadu et al. To what degree | Prospective, 1799 women Questionnaires | Exclusive Survey may not represent
(2016) does t he| descriptve cohort | with prenatal from month breastfeeding whole of population well,
Associations between value of exclusive study. intention to seven of 3 months= 34% lack of heterogeneity, more
perceived value of breastfeeding breastfeed. pregnancy 6 months= 9% intention to breastfeeding
exclusive breastfeeding effect exclusivity | Level 6 evidence. through one yeal than national average, self
among pregnant women | and duration of Consecutive postpartum. Thosewho significantly | report survey prone toias.
in the United States and | breastfeeding. -Value of exclusive | sampling from valued exclusive
exclusive breastfeeding to breastfeeding. United States Maternal breastfeeding were Breastfeeding education can

three and six months
postpartum: a
prospective study

International
Breastfeeding Journal

-Duration of
exclusive
breastfeeding.

Infant

Feeding
Practices Study
Il

United States.

attitude towards
breastfeeding
measured with
survey Likert
style question.

Reliability not
reported.

more likely to do so.
OR 2.22,Cl 1.82.72

influence mot
breastfeeding leading to
improved duration and
exclusivity.

THEME: Breastfeedin
ACOG (2021)

Barriers to

Breastfeeding:

Identify and
address barriers t
breastfeeding.

g Education Contents

Committee Report
with supportive
research.

Substantial amount of
research and support

Provides several case
scenarios for providers to
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Supporting Initiation and
Continuation of
Breastfeeding
Committee Opinion No.
821

Obstetrics & Gynecology

ACOG (2021)
Breastfeeding
Challenges Committee
Opinion No. 820

Obstetrics & Gynecology

Daou et al. (2020)
Assessing the impact of
professional lactation
support frequency,
duration, and delivery
form on exclusive
breastfeeding in
Lebanes mothers

PLoS ONE

Tan et al. (2020)
Postpartum women's
perception of antenatal
breastfeeding education:
a descriptive survey

Identifies
common
challenges faced
by people who
breastfeed.

Investigates
association
between exclusive
breastfeeding and
the timing, type,
duration of
professional
support.

Determine
perception of
antenatal
breastfeeding
education
experience during

Level 7 evidence.

Committee Report
with supportive
research.

Level 7 evidence.

Retrospective case
control study of
previous RCT.

Level 4 evidence.

-Exclusive
breastfeeding at 6
months.
-Breastfeeding
barriers/facilitators.

Single descriptive,

observational study.

Level 6 evidence.

174 pregnant
women, F-2nd
trimester,
interested in
breastfeeding.

Simple
randomized
sampling.

Lebanon.

282 upto 8
weeks
postpartum
women at MOH
clinics.

Questionnaire,
Breastfeeding
Knowledge
Questionnaire
(BFK-A), lowa
Infant Feeding
Attitude Scale
(IIFAS-A).

Rdiability not
reported.

Questionnaire
developed by
theinvestigators
and revised
following small
pilot.

articles used to create
this report.

Committee on Health
Care for Underserved
Women

& Breastfeeding Expert
Work Group
Substantial amount of
research and support
articles used to create
this report.

Committee on Obstetric
Practice &
Breastfeedindexpert
Work Group
Faceto-face with
telephone support
increased odds for
exclusive breastfeeding
at 6 months.

OR 1.15, Cl 1.04..27

More contact with
professional support
was associated with
exclusive breastfeeding
at 6 months.

Early cessation was
associated with thought
of low milk supply,
more breastfeeding
difficulties, and latching
techniques.

Useful topics included
infant positioning for
breastfeeding and
correct latch technique/
recognition.

relate to their own patient
care.

Each challenge is examined
and a case study is provided

Cannot state causal
relationship due to study
design, bias of breastfeedinc
intention, demographic bias.

Early cessation is associatec
with poor techrjue,
perception of low milk
supply, pain, and fatigue.
Study supports use of fate-
face and telephone support.

Closed ended questioaine,
reliance on seifeport,
sample size, interest in
breastfeeding prenatally
could influence participation.
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International
Breastfeeding Journal

Gianni et al. (2019)
Breastfeeding difficulties
and risk for early
breastfeeding cessation

Nutrients

the early
postpartum
period.

Evaluated
breastfeeding
mothers during
first few
postpartum
months and
associated early
breastfeeding
cessation.

-Prenatal
breastfeeding
education.
-Postpartum
perception of
usefulness.
-What else should
be included in
education.
-Infant feeding
practices.

Prospective

observational study.

Level 6 evidence.

-Feeding method at

3-months.
-Breastfeeding
difficulties.
-Posthospital
support.

Volunteer
sampling.

Penang State,
Malaysia.

792
breastfeeding
mothers of term
singleton infants.

Convenience
sampling.

Milan, Italy.

Reliability not
reported.

Online and
telephone

guestionnaires.

Reliability not
reported.

Topics requested
included milk
expression techniques,
milk storage, and tips
for low milk supply.

Attendees of antenatal
sessions had higher
rates of breastfeeding
duration.

aOR 8.1 CI 1.738.3

Most frequently sited
reasons for stopping
exclusive breastfeeding
were insufficient milk
and returning to work.
95% exclusive breastfe
at initiation,73% at 1
month, 68% at 3
months.

70.3% reported
difficulties including
cracked nipples,
perception of low milk
supply, painfatigue.
Lack of postpartum
support increased risk
for non-exclusive
breastfeeding

OR 1.367 Cl 1.04..70
p=0.005

Perception of low milk
supply increased risk
for non-exclusive
breastfeeding

OR 9.23 Cl 5.9641
14.301 p<0.0001

Provides insight into what
information to include during
prenatal education.

High dropout, selfecall bias,
single region limits
generalizability.

Shows possible connection
between lack of postpartum
support and lack of
breastfeeding education
leading to norexclusive
breastfeeding before 6
months.

Parry et al. (2019)
Evaluation of Ready, Set,
BABY: A prenatal

Determine if
curriculum would
be acceptable to

Quasiexperimental
study, pre/post
questionnaire.

416 pregnant
women.

Pre/post
questionnaire
included Infant

Education was found to
useful (98.3%),
informative (98.9%),

Small sample size, lack of
heterogeneity, social
desirability bias with
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breastfeeding education
and counseling approach

Birth

Cortés-Rua & Diaz-
Gravalos (2019)
Early interruption of
breastfeeding. A
gualitative study

Enfermeria Clinica

Demirci and Bogen
(2017)

An ecological momentary
assessment of

pri mi parous
breastfeeding behavior
and problems from birth
to eight weeks

Journal of Human
Lactation

mothers, if
strength of
intention would
increase, and if
idea of formula
feeding would
deaease.

Explorepersonal
experience and
feelings of
primiparous
women who did
not meet their
breastfeeding
goal.

Explore early
breastfeeding
behaviors and
problems of
primiparous
mothers.

Level 3 evidence.

-RSB curriculum.
-Acceptability of
the education.
-Intention to
breastfeed.
-Comfort with
formula feeding.

Qualitative study.
Level 6 evidence.

-Experience of
breastfeeding.
-Causes of early
cessation.
-Feelings about
early cessation.
-Opinion of
healthcare
professional role.

Observational,
prospective study.

Level 6 evidence.

-Breastfeeding
duration/exclusivity.
-Perceived
problems.

Convenience
sampling.

North Carolina,
Louisiana, Puertc
Rico.

15 primiparous
women with
early
breastfeeding
cessation.

Convenience
sampling.

Health Centres o
Orense, Spain.

61 primiparous
mothers,
intention to
breastfe
months, owned
smartphone.

Convenience
sampling.

Northeast United
States.

Feeding
Intentions (IFI)
scale.

Study states tool
was validated.

Reliability not
reported.

Semistructured
interview.

Reliability not
reported.

lowa Infant
Feeding Attitude
Scale (IIFAS),
PROMIS
Emotional
DistressAnxiety
Scale Short
Form, Perceived
Stress Scale.

Reliability not
reported.

plan to refer back to the
booklet (98.6%

IFI scores improved
with significance after
the education p<0.001

Improved early feeding
cue recognition p<0.00’

Breastfeeding was mor
challenging than
expected.

Reported will not
breastfeeding with
future infants, insecurity
about milk supply
frequent guests reduce
time for uninterrupted
breastfeeding.

Support from healthcare
professionals was
inadequate.

Infants given formula in
hospital less likely to
breastfeed exclusively
at 2 weeks.

uOR 0.3, CI1 0.10.9,
p=0.04

Only 22% on track to
meet exclusivity goal at
8 weeks.

Problems included
latching, perception of
low milk supply, pain,
and frequent feedings.

anonymous answering of
guestionnaires.

Supports the use of theSB
education booklet during
prenatal breastfeeding
education.

Sampling bias, reduced
generalizability.

Firsttime mothers feel they
do ot have adequate suppol
or education to breastfeed to
their goal. Education should
include milk supply and how
challenging breastfeeding ca
be.

Missing data from feeding
app, unable to tell why entrie
is low/missing, loss to follow

up.

View of duration and
exclusivity of primiparous
mothers and includes
problems associated with
breastfeeding difficulties.
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A. Brown (2016)

What Do Women Really
Want? Lessons for
Breastfeeding Promotion
and Education

Breastfeeding Medicine

Wood et al. (2016)
Interventions that
Enhance Breastfeeding
Initiation, Duration, and

Exclusivity: A Systematic

Review

The American Journal of
Maternal/Child Nursing

Explored new
mot her so
toward their
breastfeeding
education and
promotion.

Determine which
breastfeeding
interventions have
been used to date
and created
recommendations
for future
breastfeeding
research.

Retrospective,
mixed method.

Level 6 evidence.

-Experiences of
breastfeeding
education and
promotion.
-Intention,
initiation, duration,
and exclusivity.

Systematic review.

Level 1 evidence.

-Interventions that
enhance initiation,
exclusivity, and
duration.

-Limits of known
strategies for
enhancing
breastfeeding.

1100 mothers
with infant 0-2
years with
intention to
breastfeedt
birth.

Convenience
sampling.

United Kingdom.

6 studies focusec
on breastfeeding
outcomes from
mothers of term
singletons.

Randomized
controlled trials.

Singapore,
Denmark,
Canada, France,
Brazil.

Questionnaire
open and closed
ended questions

Reliability not
reported.

Does not specify
analysis used.

10.4% felt prepared
after education.

Strongly supported
prenatal breastfeeding
education.

Thought breastfeeding
introduced should be
nor mal not

Tell the truth about
breastfeeding being
challenging and to take
it one day at a time.
Five limits to what is
known @out
breastfeeding practices
1. Difficulty applying
knowledge and skills
acquired to
breastfeeding problems
2. Maternal perception
of infant feeding
behaviors is a skill that
needs more attention.
3. Lack of sel
confidence and infant
crying contribute d
perception of lowmilk
supply, no clear ways t¢
address

4. A need for theory
guided interventions,
suggests breastfeeding
self-efficacy theory.

5. Healthcare providers
need to be
knowledgeable about
the interventions they

provide.

Sampling bias, internet
recruitment leading to
demographic bias.

Provides experience
information about how
mot hersdé felt
breastfeeding and the

promotion provided to them.

Heterogeneity of studsg
small number of included
studies, studies only written
in English, variations of
breastfeeding definitions.

Provides guidance in what is
needed in breastfeeding
education and support
including increased maternal
self-efficacy, interventions
guided by theory, and
knowledgeable providers.
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Pitts et al. (2015)
Incorporating
Breastfeeding Education
into Prenatal Care

Breastfeeding Medicine

C. R. L. Brown et al.
(2014)
Factors influencing the

reasons why mothers stop

breastfeeding

Canadian Journal of
Public Health

Identify evidence
based
breastfeeding
education that
promotes
initiation and
continuation of
exclusive
breastfeeding up
to 6-months.

Evaluate why
mothers ceased
breastfeeding
before 6 months
and determine
factors and timing
associated with
early cessation.

THEME: Breastfeeding SeHefficacy

Descriptive study.
Level 6 evidence.

-Maternal utilization
and perception of
education program.
-Breastfeeding
initiation and plans
for retention.

-Rate of provider
documentation of
education.

Longitudinal cohort
study.

Level 4 evidence.

-Breastfeeding
duration.
-Factors affecting
cessation.
-Timing of
cessation.

23 women at 32

weeks gestation.

Convenience
sampling.

New Hampshire.

500 wome who
stopped
breastfeeding
before 6months.

Convenience
sampling.

Nova Scotia.

Short
guestionnaire
following
education and
summative
guestionnaire at
6-weeks
postpartum.

Reliability not
reported.

Databases
records
combined with
telephone or
faceto-face
interviews.

Reliability not
reported.

67%reported education
modules promoted
breastfeeding for them.

90% were exclusively
breastfeeding at-6
weeks.

Most helpful contented
included latching and
positioning, benefits of
breastfeeding, milk
supply, and maintaining
lactation.

26.4% breastfed for at
least 6weeks, 48.2%
for 1-6 weeks, 25.4%
for O.1 wee

Most frequently cited
reasons for cessation:
22%
inconvenience/fatigue
21% insufficient supply
12% return to work
8.8% difficulty with
technique

7.6% planned to stop

Small sample size, nmontrol
group or randomization, shol
time frame for followup,
previous breastfeeding
experience.

Majority of women had a
preference for individual
education, the content of
education aligns for other
studies and breastfeeding
barriers.

Limited by forcedchoice
answers, selfecall, public
database use.

Provideinsight in reasons for
cessation and topics for
education. Almost half of the
women stopped between 1
and 6 weeks, this a vulnerab
time for breastfeeding
mothers.
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Piro & Ahmed (2020)
Impacts of antenatal
nursing interventions on
mot her s o
self-efficacy: an

experimental study

BMC Pregnancy and
Childbirth

Tseng et al. (2020)
Effectiveness of an
integrated breastfeeding
educdion program to
improve seltefficacy and
exclusive breastfeeding
rate: A single-blind,
randomised controlled
study

International Journal of
Nursing Studies

br e

Evaluate the role
of a professionally
provided
intervention on a
breastfeeding self
efficacy.

To develop a self
efficacy based
breastfeeding
education
program.

Randomized
controlled trial.

Level 2 evidence.

-Prenatal
breastfeeding
education sessions
-Breastfeeding self
efficacy
-Exclusivity
-Breastfeeding
duration

Randomized
controlled trial.

Level 2 evidence.

-Level of
breastfeeding self
efficacy.

-Feeding attitude.
-Exclusive
breastfeeding rate.
-Any breastfeeding
rate.

-Satisfaction with
program.

130 pregnant
women

Blinded, random
sampling.

Primary health
care center in
Iragi Kurdistan.

93 mothers (12
32 weeks
gestation).

Convenience
sampling and
block-
randomization.

Taipei, Taiwan.

Questionnaire
developed with
literature
review, WHO,
and UNICEF.
lowa Infant
Feeding Attitude
Scale Cronbach
0.85-0.86.
Prenatal
Breastfeeding
Self-Efficacy
Scale Cronbach
0.89.
Breastfeeding
Self-Efficacy
ScaleShort
Form Cronbach
0.97.
Breastfeeding
Self-Efficacy
ScaleShort
form Cr ¢
alpha 0.95.

lowa Infant
Feeding Attitude
Scale
Cronbach
alpha 0.74.

Questionnaire to
determine
breastfeeding
rates and
satisfaction with
program
developed by
researchers.

Accurate breastfeeding
knowledge, attitude
scores, and se#fficacy
were all significantly
higher following
intervention p<0.0001
for all three.

Intervention had
significant difference in
improved seHefficacy
from control group and
baseline results p<0.00
and p<0.001, p<0.05.

Intervention group
exclusive breastfeeding
rates significantly
higher than control
group OR4.7,Cl 122
1.68,p=0.5.

Subjective data, influences
from personality and
environment.

Increased breastfeeding self
efficacy is linked to increase!
breastfeeding duration. Self
efficacy can be incread
through breastfeeding
education.

Limited geographically,
participants may have been

influenced by
the montho-tr
report bias.

Improved breastfeeding self
efficacy from breastfeeding
education program involving
self-efficacy theory.
Breastfeeding edtusivity was
also improved.
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Appendix F
Evidence Grid

Article Method of the Timing of the  Breastfeeding Breastfeeding Breastfeeding
Interventions  Interventions  Duration and Self-Efficacy Education

Exclusivity Contents

AhlersSchmidt (2020 X
Ballesta (2020) X
C. Brown (2014) X
A. Brown (2016)
Chaves (2019 X
CortésRua (2018)
Daou (2020) X
Demirci (2017)
Forster (2018) X
Fu (2014) X
Gianni (2019)
Huang (2019) X
Jerin (2020) X
Kim (2018)
Kronberg (2012)
McFadden (2017 X
McFadden (2019 X
Meedya (2017
NnebeAgumadu (2016 X
Parry (2019) X
Piro (2020)
Pitts (2015) X X X
Schreck (2017
Skouteris (2017, X
Tan (2020)
Tseng (2020
K. L. Wong (2014
M. S. Wong (2021
Wood (2016)
Total

XX XX X X X X x
X
X XX XX X X

XXX X X X X
X X
X

X
X

X XX XX X X

BXXX
X
a1 X X
X
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Appendix G
Application of BreastfeedingSelf-Efficacy Theory

Breastfeeding SeHlEfficacy Theory Diagram

Behavior
Alnitiation
APerformance
AMaintenance

Self-Efficacy
AConfidence

Consequences

AChoice of
Behavior

AEffort and

Antecedents

APerformance
Accomplishments

AVicarious
Persistence

AThought Patterns

AEmotional
Reactions

Experiences
AVerbal Persuasio

APhysiological and
Affective States

Adapted from Dennis,Cindg ee. 1999. fTheoretical Underpi-EhfingacyfFBamawo f |
Journal of Human Lactation 15(3):i%901. doi: 10.1177/089033449900303.

Theory Application Diagram

I - GIEE - BEIE - QR
L 4 L
o A A iz}

bservational mproved eeling reastfeeding
learning breastfeeding capable of Initation
AHandson condfidence breastfeeding AExclusive
experience AEnduring breastfeeding
APraise of good breastfeeding Amproved
breastfeeding difficulties breastfeeding
skills AEnhancing duration
APositive problem
breastfeeding solving skills
enviroment AFeeling
empowered to
continue
breastfeeding
- - - -

Adapted from Dennis, Cindg e e. 1999. #fATheoretical Underpi-Ehingacyf FBamawo f |
Journal of Human Lactation 15(3):i%901. doi: 10.1177/089033449901500303.
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Exempt Research Application

Via Christi Hospitals Wichita, Inc.
Institutional Review Board

71

Project / Study Title:

Breastfeeding Education and Support to Improve Breastfeeding Retention

Name of Principal Investigator:

Dr. Jonathan Scrafford

Is the Principal Investigator a
member of the Via Christi Staff or an
Employee:

Yes X No

Names of Associate Investigators:

Ashley Brinker, Student Investigator, UMKC

Study Site Primary Contact, Phone
Number and Email Address:

Victoria Parris BSN, RN, Physician Practice Manager
316-274-1550

g

victoria.parris@ascension.org
Sponsor (if any):
Any Financial Interest or Conflict of Yes No__ X
| forany | If Yes, describe:

Brief description of methodology

This project began after identifying a specific need at the project site. Currently, there is no breastfeeding support/education provided to
patients beyond encouraging it as good practice for mother and infant. This project plans to address this gap in care by improving
breastfeeding support for first-ime mothers. A quantitative, quasi-experimental design with two cohorts (baseline and intervention) will be
used for this quality improvement project. The project has a goal of 40 participants per cohort, for a total of 80 participants. The
intervention group will be a consecutive sample of all the patients willing to participate, who meet the project’s inclusion and exclusion
criteria. The baseline group will be comprised of patients that are as similar demographically to those in the intervention group as possible.
The intervention cohort will be provided a face-to-face breastfeeding education session during a routine prenatal visit at 36-39 weeks
gestation by the student investigator. The education will be provided in approximately 10 minutes and participants will be provided with an

including patient / subject

ional booklet to take home for further review. Postnatal support calls will begin after that first intervention cohort birth. They will be
placed on postpartum days 5, 12, 19, 26, and 42 using either Zoom, Google Duo, or a verbal-only telephone call and last approximately 5-
20 minutes. These calls will not be recorded. They will provide participants with breastfeeding support and allow time for participants to
ask questions regarding breastfeeding.
Demographic and breastfeeding data to be collected includes name, age, medical record number, phone number, race, due date, birth
date, birth mode, gestational age of the baby at birth, birth complications, breastfeeding status throughout first six weeks postpartum, and
reason for breastfeeding cessation. During the prenatal intervention, the intervention cohort participants' goals for the duration of exclusive
breastfeeding will be written down and then followed-up on postnatally.

Any known and anticipated risks
(include incidence if known):

None are known or anticipated. Confidentiality risks will be reduced by storing study data only on the clinic computer and in the UMKC
REDCap system.

Currently approved alternate
treatment(s):

N/A

Brief description of how study
population will be obtained or
identified:

A query will be ran on the clinic's EMR to identify potential participants. The list will be retained on the clinic's computer. The student
investigator will then perform a review of the potential charts to determine participation qualification. Inclusion criteria for participants of
both cohorts include 18 years or older, primiparous patients, with singleton pregnancies, who intend to breastfeed. Intervention
participants will need to be English speaking, 34-38 weeks gestation at the time of enroliment, have a personal telephone or computer
available for postpartum follow-up. Availability of communication device will be dt ined when speaking with p ial participants, at
the time of consent, before the prenatal education session. Exclusion criteria for both cohorts will include any or all of the following: 17
years of age or younger, any previous breastfeeding experience, and no i toinitiate b ding. Further exclusion criteria for the
intervention cohort includes 40 weeks gestation or more at the time of enrollment and no personal telephone or computer for postpartum
follow-up.

Description of how confidentiality of
study population will be maintained:

Confidentiality risks will be reduced by storing study data only on the clinic computer and in the UMKC REDCap system. Original signed
consent forms and handwritten notes from the investigator will be scanned into the UMKC REDCap system and the original documents
placed in the clinic's shred-bin. Data collected during the chart reviews and protocol will be put directly into REDCap, accessed on the
student investigator's computer through the UMKC's server.

Include with this completed form a copy of the complete project plan / protocol and all supporting documents.

GENERAL EXCLUSIONS FROM EXEMPTIONS (Check if “Yes”. If any in this section are checked, the research is not

exempt.)

[ | The research is FDA-regulated.

[1 | The research involves Prisoners, conducted or funded by DHHS, Department of Defense (DOD), or Veterans
Administration (VA), and is NOT aimed at involving a broader subject population that only incidentally includes
prisoners.

[1 | The research involves interactions with Prisoners.

Pilot Form: VC-WRK-1001 (Version 2/8/2019)
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Via Christi Hospitals Wichita, Inc.

ASCEHSiOIl lTppendix H Page 2 of 7
Via Christi

Exempt Research Application

Institutional Review Board

O

The research is classified and conducted or funded by the Department of Energy (DOE) (may be reviewed by
convened IRB only).

—
The research falls into one or more of the following categories (One or more categories must be checked)

O

1. Research conducted in established or commonly accepted educational settings, that specifically involves normal
educational practices that are not likely to adversely impact students’ opportunity to learn required educational
content or the assessment of the educators who provide instruction. This includes most research on regular and
special education instructional strategies and research on the effectiveness of or the comparison among
instructional techniques, curricula, or classroom management methods.

2. Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude,

achievement), survey procedures, interview procedures, or observation of public behavior (including visual or

auditory recording) if at least one of the following criteria is met,

[1 (i) The information obtained is recorded by the investigator in such a manner that the identity of the human
subjects cannot be readily ascertained, directly or indirectly through identifiers linked to the subjects; OR

X (i) Any disclosure of human subjects’ responses outside the research would not reasonably place the subjects at
risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational
advancement, or reputation; OR

[ (iii) The information obtained is recorded by the investigator in such a manner that the identity of the human

subjects can readily be ascertained, directly or indirectly through identifiers linked to the subjects, AND an IRB
conducts limited IRB review to determine that when appropriate, there are adequate provisions to protect the
privacy of subjects and to maintain the confidentiality of data.

If the research involves children and is conducted, funded, or subject to regulation by DHHS, Department of

Defense (DOD), Department of Education (ED), Environmental Protection Agency (EPA), or Veterans

Administration (VA), the procedures are limited to (1) the observation of public behavior when the investigator(s) do

not participate in the activities being observed or (2) the use of educational tests and at least one of the following

criteria is met:

[J (i) The information obtained is recorded by the investigator in such a manner that the identity of the human
subjects cannot readily be ascertained, directly or indirectly through identifiers linked to the subjects; OR

[J (ii) Any disclosure of Human Subjects’ responses outside the research would not reasonably place the subjects

at

risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational
achievement, or reputation.

3(i). Research involving benign behavioral interventions in conjunction with the collection of information from an

adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject

prospectively agrees to the intervention and information collection and at least one of the following criteria is met:

[J (A) The information obtained is recorded by the investigator in such a manner that the identity of the human
subjects cannot readily be ascertained, directly or indirectly, through identifiers linked to the subjects; OR

[ (B) Any disclosure of the Human Subjects’ responses outside the research would not reasonably place the

subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability,
educational advancement, or reputation; OR

[ (C) The information obtained is recorded by the investigator in such a manner that the identity of the human
subjects can be readily ascertained, directly or indirectly through identifiers linked to the subjects, AND an IRB

conducts limited IRB review to determine that when appropriate, there are adequate provisions to protect the
privacy of subjects and to maintain the confidentiality of data.

(i) For purposes of this provision, benign behavioral interventions are brief in duration, harmless, painless, not
physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has
no reason to think the subjects will find the interventions offensive or embarrassing. Examples include subjects
playing an online game, solving puzzles under various noise conditions, or deciding how to allocate a nominal
amount of cash between themselves and someone else.

Pilot Form: VC-WRK-1001 (Version 2/8/2019)
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Via Christi Hospitals Wichita, Inc.
Institutional Review Board

Exempt Research Application

(iiii) If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption
is not applicable unless the subject authorizes the deception through a prospective agreement to participate in
research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the
nature or purposes of the research.

X | 4. Secondary research for which consent is not required: Secondary research uses of identifiable private
information or identifiable biospecimens, if at least one of the following criteria is met:

[ (i) The identifiable private information or identifiable biospecimens are publicly available; OR

[ (ii) Information, which may include information about biospecimens, is recorded by the investigator in such a
manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked
to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;
OR

X (iii) The research involves only information collection and analysis involving the investigator's use of identifiable
health information when that use is regulated under 45 CFR parts 160 and 164 (HIPAA), subparts A and E, for
the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for
“public health activities and purposes” as described under 45 CFR 164.512(b); OR

[ (iv) The research is conducted by, or on behalf of, a Federal department or agency using government-generated

or

government-collected information obtained for nonresearch activities, if the research generates identifiable
private

information that is or will be maintained on information technology that is subject to and in compliance with
section

208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information
collected,

used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of
1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the
Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.

| 5. Research and demonstration projects which are conducted or supported by a Federal department or agency, or
otherwise subject to the approval of department or agency heads (or the approval of heads of bureaus or other
subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and
that are designed to study, evaluate, improve or otherwise examine public benefit or service programs, including
procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those
programs or procedures, or possible changes in methods or levels of payment for benefits or services under those
programs.

(i) Each Federal department or agency conducting or supporting the research and demonstration projects must
establish, on a publicly accessible Federal website or in such other manner as the department or agency head may
determine, a list of the research and demonstration projects that the Federal department or agency conducts or
supports under this provision. The research or demonstration project must be published on this list prior to
commencing the research involving human subjects.

[1| 6. Taste and food quality evaluation and consumer acceptance studies,
[ (i) if wholesome foods without additives are consumed OR

[ (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or
agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug

Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service
of

the Department of Agriculture.

NOTE: Categories 7 and 8 are not available as implementation of broad consent has not been approved for
research overseen by the VCH-W IRB.

Criteria for approval of exempt research (Check if “Yes”)

X TThe research involves no more than Minimal Risk to subjects. (Must be checked.)

Pilot Form: VC-WRK-1001 (Version 2/8/2019)
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= - Exempt Research Application
Via Christi Hospitals Wichita, Inc.

Institulional Review Board

X | Setection of subjects is equitable. {(Thal is, the research is appropriate for the population being studied ) (Must be

checked.) S

¥ | There are interactions with subjects’ (if checked the following musthechecked,) 7T )
There will be a consent process T

>

¥ | The consent process will disclose that the activities involve research. T .
X | The consent process will disclose the procedures to be performed. T e

“The consent process will disclose thal participation is voluntary.

X
X | The consent pracess will disclose the name and contact information for the investigater.

% | There are adequale provisions 1o maintain the privacy interests of subjects,

] investigator Acknowle : i
i attest that the information provided in this application is true and accurate. [ will promptly report proposed changes in
a research activity to the VCH-W IRB, and must conduct the research activity in accordance with the terms of the IRB
approval unti{ any proposed changes have been reviewed and approved by the IRB, except when necessary to
eliminate apparentimmediate hazards to the subject. | will notify the VCH-W IR8 when the project / study is
permanently closed. ~ - o i

o S Pringipal Investigator Signgture Date

2l 2 lzt

~Pilot Forn: VC-WRK-1001 (Version 2/8/2019)

Scanned bv TanScanner
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Exempt Research Application

75

VCH-W IRB USE ONLY

The above Request for Exempt Research Application has been reviewed by me and | find the research study to meet
the qualifications for Exempt Research in the following category(s):

The research falls into one or more of the following categories (One or more categories must be checked)

1| 1. Conducted in established or commonly accepted educational settings

m 2. Educational tests, survey procedures, interview procedures, or observations, if at least one of the following
criteria is met,

[J (i) Information recorded so that the identity of the subjects cannot be ascertained, directly or indirectly through
identifiers linked to the subjects; OR

!ﬂ (ii) Disclosure would not reasonably place subjects at risk of criminal or civil liability or be damaging, OR
I (iii) Information recorded by the investigator so that the identity of the subjects can be readily ascertained,
directly or indirectly through identifiers linked to the subjects, AND an IRB conducts limited IRB review.

[J| If the research involves children and is conducted, funded, or subject to regulation by DHHS, DOD, ED, EPA, or

VA, the procedures are limited to (1) the observation of public behavior OR (2) the use of educational tests AND at
least one of the following criteria is met:

[ (i) Information recorded so that the identity of the subjects cannot be ascertained, directly or indirectly through
identifiers linked to the subjects; OR

[ (i) Disclosure outside the research would not place subjects at risk criminally or civilly or be damaging.

]| 3. Benign behavioral interventions in conjunction with collection of information from adult subjects if the subjects
prospectively agree to the intervention and information collection and at least one of the following criteria is met:

[J (A) Information recorded so that the identity of the subjects cannot be ascertained, directly or indirectly through
identifiers linked to the subjects; OR

[ (B) Disclosure outside the research would not place subjects at risk criminally or civilly or be damaging; OR

[1 (C) Information recorded by the investigator so that the identity of the subjects can be readily ascertained,
directly

or indirectly through identifiers linked to the subjects, AND an IRB conducts limited IRB review.

m 4. Secondary research for which consent not required - of identifiable private information or identifiable
biospecimens - if at least one of the following criteria is met:

[ (i) Publically available; OR

[ (i) Information recorded so that the identity of the subjects cannot be ascertained, directly or indirectly through
identifiers linked to the subjects, no contact with subjects, and the investigator will not re-identify subjects; OR

Pilot Form: VC-WRK-1001 (Version 2/8/2019)
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Exempt Research Application

Via Christi Hospitals Wichita, Inc.

Institutional Review Board

ﬂ(iii) Research involves only involving the use of identifiable health information for the purposes of “health care

operations” or “research” or for “public health activities and purposes”; OR
[ (iv) Research conducted by, or on behalf of, a Federal department or agency.

5. Research conducted or supported by a Federal department or agency that are designed to study, evaluate,
improve or otherwise examine public benefit or service programs.

(i) Each Federal department or agency conducting or supporting the research and demonstration projects must
establish a list of the research and demonstration projects that the Federal department or agency conducts or
supports under this provision and must be published on this list prior to commencing the research involving human
subjects.

6. Taste and food quality evaluation and consumer acceptance studies,

[J (i) if wholesome foods without additives are consumed OR

[ (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe by
the

Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and
Inspection Service of the Department of Agriculture.

[]1 Not approved - Refer for Full Board Review

Explanation

Benefit/ Risk: [ ] Less Than Minimal Risk ['Q’Minimal Risk

Informed Consent is: [MRequired (for Interventional Cohort

IRB Chair or Designee:

ot Required (for baseline cohort)

s . Date_ ) ﬁ"}i: S zc-z_/

FULL BOARD VCH-W IRB REVIEW

The above Request for Exempt Research Application has been reviewed by the full board VCH-W IRB and is
determined to meet the qualifications for Exempt Research in the following category(s):

1. Conducted in established or commonly accepted educational settings

O
O

2. Educational tests, survey procedures, interview procedures, or observations, if at least one of the following
criteria is met,

[J (i) Information recorded so that the identity of the subjects cannot be ascertained, directly or indirectly through
identifiers linked to the subjects; OR

[ (ii) Disclosure would not reasonably place subjects at risk of criminal or civil liability or be damaging, OR

[ (iii) Information recorded by the investigator so that the identity of the subjects can be readily ascertained,
directly or indirectly through identifiers linked to the subjects, AND an IRB conducts limited IRB review.

If the research involves children and is conducted, funded, or subject to regulation by DHHS, DOD, ED, EPA, or VA,
the procedures are limited to (1) the observation of public behavior OR (2) the use of educational tests AND at least
one of the following criteria is met:

[ (i) Information recorded so that the identity of the subjects cannot be ascertained, directly or indirectly through
identifiers linked to the subjects; OR

[ (ii) Disclosure outside the research would not place subjects at risk criminally or civilly or be damaging.

3. Benign behavioral interventions in conjunction with collection of information from adult subjects if the subjects
prospectively agree to the intervention and information collection and at least one of the following criteria is met:

Pilot Form: VC-WRK-1001 (Version 2/8/2019)
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Exempt Research Application

[J (A) Information recorded so that the identity of the subjects cannot be ascertained, directly or indirectly through
identifiers linked to the subjects; OR

[ (B) Disclosure outside the research would not place subjects at risk criminally or civilly or be damaging; OR

[] (C) Information recorded by the investigator so that the identity of the subjects can be readily ascertained, directly
or indirectly through identifiers linked to the subjects, AND an IRB conducts limited IRB review.

[ | 4. Secondary research for which consent not required - of identifiable private information or identifiable biospecimens
- if at least one of the following criteria is met:

[J (i) Publically available; OR

[ (i) Information recorded so that the identity of the subjects cannot be ascertained, directly or indirectly through
identifiers linked to the subjects, no contact with subjects, and the investigator will not re-identify subjects; OR

[ (iii) Research involves only involving the use of identifiable health information for the purposes of “health care
operations” or “research” or for “public health activities and purposes”; OR

[ (iv) Research conducted by, or on behalf of, a Federal department or agency.

[J | 5. Research conducted or supported by a Federal department or agency that are designed to study, evaluate,
improve or otherwise examine public benefit or service programs.

(i) Each Federal department or agency conducting or supporting the research and demonstration projects must
establish a list of the research and demonstration projects that the Federal department or agency conducts or

supports under this provision and must be published on this list prior to commencing the research involving human
subjects.

[1 | 6. Taste and food quality evaluation and consumer acceptance studies,
[ (i) if wholesome foods without additives are consumed OR

[ (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe by

the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and
Inspection Service of the Department of Agriculture.

[ 1 Disapproved for Exempt Status

Benefit / Risk: [] Less Than Minimal Risk [ ] Minimal Risk

Informed Consent is: [ ] Required [ ] Not Required

IRB Chair or Designee: Date

Pilot Form: VC-WRK-1001 (Version 2/8/2019)
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i
o f Waiver or Alteration of Informed Consent '
Via Christi Hospitals Wichita, Inc. | ‘
Institutional Review Board | S ]
1. Protocol Number and Title: _ Breastfeeding Education and Support to Improve Breastfeeding Retention

Principal Investigator: __Dr. Jonathan Scrafford

H. Waiver of informed Consent
Please respond to each of the following _
1. The research snvo!ues no more than mmlmal nsk to the SubjECtS [X] Yes
2. The research cauld not practlcably be carned out w:lhoul the requested waiver or alteration. [ X] Yes
3. {fthe fesearch anvo!ves using Identnﬁab!e pnvale informahon or identifiable biospecimens,
the research could not practicably be carried oul wi!hout usmg such information or
blospec:mens inan |deni|ﬁabte format. - R [X] Yes

4, The waiver or alterahon wull noi adversely affecl the nghts and welfare of the subjects. [X] Yes

5. Whene\rer appropnale the subjects or [egally authonzed representatwes will be provided
W|th addmonal pemnenl mfcrmation aﬁer parhcnpation B {X] Yes

Commeng_s'.:;' il

gl ‘3(2!
Date

“VCH-W IRB USE ONLY". :
“in order to appmve a reques! to

ix J (Version 1/21/2019)

Scannéd b.v. TanScanner
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WAIVER OF AUTHORIZATION OF DISCLOSURE of PHI***

Protocol #:

Protocol Title:  Breastfeeding Education and Support to Improve Breastfeeding Refention
Principal Investigator:  Dr, Jonathan Scrafford

1. The use or disclosure of Protected Health Information (PHI)* involves no more than a minimai risk to the

privacy of individuals. Explain why. Include a detailed list of the PH! to be collected and a list of the source(s) of
the PHI.

Data to be collected includes name, age, medical record number, race, date of education session, due
date, birth date, birth mode, gestational age of the baby at birth, birth complications, dates of
postpartum support calls, breastfeeding status throughout first six weeks postpartum, and reason for
breastfeeding cessation. Some data will be found during a chart review, in the clinic, of patients care for

by the principal investigator and some will be collected directly from the patients in the intervention
cohort.

2. Describe the plan to protect identifiers and indicate where PHI will be stored and who will have access.
(Researchers must list all of the entities that might have access to the study’s PHI such as IRB, Institutional
representatives, sponsors, FDA, DSMBs and any others given authority by law.)

A list of potential participants will be created through-a query of the ciinic's EMR. This list will be stored
an a clinlc computer. The data collected from the patients medical records will be input directly from
the clinic’'s EMR into REDCap provided by the University of Missouri-Kansas City. Scanned copies of
the signed consent forms and notes written by the Investigator during the prenatal and postnatal
interactions with the patients will be scanned into UMKC REDCap. The original signed consent forms
and written notes will be piaced in the clinic's shred-bin for confidential destruction. The student
investigator and her professors will have access to the data stored in REDCap. PHI will also be
available for review if required under authority of law by federal authorities, and the AVCH-W IRB.

3. Al identifiers coliected during the study wili be destroyed at the earliest opportunity consistent with the
conduct of research, which is: (explain below).

Once the project has been accepted for publishing, all data and scanned documents, both on the

UMKC REDCap system and the clinic computer, related to this project will be deleted, but no later than
May 14%, 2023,

Please describe the procedure used to deétrdy all the data collected during the study (electronically,
paper, audiolvideo, photography, other). OR

Original consent forms and hand written noles of the investigator will be placed in the dlinic’s shred-bin
after being scanned into REDCap. The original list of potential participants will be deleted from the

clinic's computer and all the records for this project stored in the UMKC REDCap system will be
destoyed May 14", 2023.

Alternatively, the identifiers collected during the study will not be destroyed because: (explain below).

N/A

4, - The research could not practicably be conducted without the waiver because (explain below).

3/8/2019 Updated Hospital Name

+PHT: individualiy identifiable health information transmitted or maintained in any form (electronic means, o paper, or through oral comnnnication) that
related to the past, present or future physical or mental heaith or conditions of an individual.

#*3Note: Research staff is defined as ALL study personnel {including PI) that is involved in the research.

==+ [PAA Regulations allow TRBs to waive use of authorization form if ail the criteria listed above is met.

79



BREASTFEEDING SUPPORT 80

—
[ . APPENDIXC(2)-PAGE: |
The patients whose data will be accessed under the waiver will no longer be a prenatal/postpartum
patient at the clinic at the time of the protocol implementaltion.
8 The research could not practicably be conducted without access to and use of the PHI because (explain
below)
This data will serve as a baseline to compare the protocol's implementation to Without this data the
protocol's success, within the clinic. will not be able to be determined.
6 The HIPAA regulation requires reasonable efforts o limit protected health information to the minimum

i i i t. Please note that researchers are
necessary to accomplish the intended purpose of the use, disclosure or request. = ; G
accountr:bte for any PHI released under a waiver. Explain why PHI obtained for this study isfare the minimum
accouniale vaiv
information needed to meet the research objectives.

The data to be collected has been specificaliy selected to allow for compa!rison to the pr9t0m| ]
implementation participants' data. There is no data being collected that will not be used in comparing
the two cohorts.

The information listed in the waiver application is accurate and all research staff** will comply with m!E (';_"PN\
regulations and the waiver criteria. | assure that the information | obtain as parl of thrs_research tgrnc ::1 ing eted on
protected health information} will not be reused or disclosed to any other person of entity other-than 053- i

this form, except as required by law. ifat any time | want o reuse this mtorma_tion fpr othgr_purposes DJV l?'uct os:a
the information to other individuals or entity | will seek approval by the Ascension Via Christi Hospitals Wichita, inc.
tnstitutional Review Board.

Tovakan Jeenfocd gliz 2

Principal Investigator Name Tyw_ﬁnted Date

Principal Investigator gighatur ﬂ/’

1)z individually kentifinbie healih information ransinitled o miintained in my fom (cleetronic means, on paper, or through oral communication) that
related io the past, presont or fulure physical or mental health or conditions of an individual. -~
##Note: Research staflis defined as ALL study personnel {including PI) that is involved in the research,

sHIPAA Regulotions oilow HRBs to waive use of nuthorization form if all the crileria lisled above is met.

Scanned bv TanScanner
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ASCENSION VIA CHRISTI HOSPITALS WICHITA, INC.
INSTITUTIONAL REVIEW BOARD

APPENDIX C (2) — PAGE 3

AVCH-W IRB USE ONLY

The Ascension Via Christi Hospitals Wichita, Inc. — IRB, has determined that the project meets all of the
following criteria for waiver of authorization:

The use or disclosure of protected health information invelves no more than a minimal risk to the privacy
of individuals based on, at least, the presence of the following elements:

é An adeguate plan to protect the identifiers from improper use and disclosure;
An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the
research, unless there is a health or research justification for retaining the identifiers or such
retention is otherwise required by law; and
dequate written assurances that the protected health information will not be reused or disclosed to

any other person or entity, except as required by law, for authorized oversight of the research

study, or for other research for which the use or disclosure of protected health information would be
permitted by HIPAA/Privacy regulations:

I~ The research could not practicably be conducted without the alteration or waiver.

The research could not practicably be conducted without access to and use of the protected health
information.

Use or access to the following information is approved:

This waiver was approved under:
Fuil IRB Review (é Expedited IRB Review

lRB‘li?w- or Chair Designee Signatu Date of Actian)

3/8/2019 Updated Hospital Name

*PHI: individually identifiable health information transmitted or maintained in any forns (electronic means, on papes, or through oral communication} that
related to the past, present or future physical ar mental health or conditions of an individual.

**Nole: Research staff is defined as ALL study personnel (including PI) that is involved in the rescarch.

*++[I[P’AA Reguiations ailow IRBs to waive use of authorization form if all the criteria listed above is met.
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