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Abstract

Background: Biological nunturing is a neurobehavioral approach to breastfeeding suppon that encourages women
10 breastfed in a relaxed, lidbadk position. This approach has the potential to reduce breast problems (e.g. sore
nipples), making good latch easier and thus facilitating the initiation of exclusive breastfeeding. However, its effects
have not been adequately investigated in a realife situation. The am of this randomized controlled trial was to
assess the effectiveness of biological nurturing, compared 10 usual hospital practices, on the frequency of breast
problems and on the prevalence of exclusive breastieeding at discharge from the matemity wartd, after 1 week, and
a one and 4 months.

Methods: Open randomized parallel controlled trial carried out in a third level matemity ward (IRCCS Buro
Garofolo, Trieste, Italy) between March and December 2018, Two-hundred eight women who planned to give birth
a the hospital and who expressed the intention 1o breastfeed were enrolled during pregnancy and randomized to
receive breastfeeding support following either the biological nunturing approach or the usual care pratowl based
on the WHOAUNICEF 20-h course, in use a the hospital. The primary study outcome was the incidence of breast
problems during hospital stay, defined as the presence of one or more of the following outcomes, collected
separately: sore nipples, cadked nipples, engorgement and mastitis. The primary analysis was performed by
intention 1o treat. The follow up lasted 4 months.

Results One hundred eighty eight out of 208 women (90.3%) were induded in the analysis, 90 allocated to the
biological nurturing group and 98 to the usual care group. At discharge from the matemity ward, biological
nurturing significantly reduced the risk of breast problems (Relative risk [RR] 0.56, 95% Caonfidence Interval [Cl] 040,
0.79), including cracked (RR 042, 95% (1 0.24, 0.74) and sore nipples (RR 0.59, 95% (1 040, 0.88). No statistically
significant difference was observed for exclusive breastfeeding at discharge and up to 4 months. No adverse events
accurmed
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Gadoy D. Francia, 32 donne con problemi di attacco
Breastfeeding del neonato al seno nei primi due giorni
naturally. dopo il parto & randomizzate a LB BF vs
Grenoble, France: supporto standard.
Thesis submitted to Necessita di supplementi:19% vs 26%
DIULHAM: 2016 Sospensione A nella prima settimana 0 vs 9
Thailandia, 152 donne con taglio
cesareo, 76 randomizzate a LB
Sompateon f reestsdng Oucenes Beveer| | BF e 76 a posizione standarc
Positions in Mothers Delivering by Cesarean Nessuna differenza tra i due
Section: A Randomized Controlled Trial gruppi neg“ esiti valutati (dolore,
o e, K gy s nead LATCH score e allattamento)




Obiettivo

o Valutare l'efficacia del BN rispetto alle pratiche
ospedaliere standard (corso WHO UNICEF) in ambito
ospedaliero

Trial controllato randomizzato
Pragmatico - calato nella pratica ospedaliera

Senza eccessiva selezione a priori della popolazione >
risultati il piu generalizzabili possibile



Popolazione

Criteri di inclusione:

o donne con intenzione di partorire presso |'IRCCS Burlo Garofolo
e che hanno espresso l'intenzione di allattare al seno,
identificate in occasione della 32 ecografia di controllo di routine
effettuata durante la gravidanza (30/32 settimane di EG).

Criteri di esclusione:

o presenza di patologie con possibile effetto negativo sull’AS (ad
esempio problemi cardiovascolari gravi, obesita severa,
gestosi);

o diagnosi prenatale di patologia complessa (p.e. CPAM
/congenital pulmonary adenomatoid malformation);

o gravidanza gemellare



Popolazione

Criteri di esclusione dopo randomizzazione predefiniti dal
protocollo

necessita di ricovero del neonato o della mamma in
terapia intensiva al parto o durante la degenza
comparsa di ittero neonatale patologico (che richieda
I"utilizzo della fototerapia)

In questi casi infatti la gestione dell’alimentazione del
neonato si diversifica completamente rispetto alla pratica
clinica standard



Flow chart del protocollo di studio

Presenza
criteri di
|:> esclusione o
assenza di
consenso
<L
Durante la
degenza nella

maternita

Durante la
gravidanza
(30-32
settimane EG)




Personale
abitualmente
coinvolto nella
cura delle
donne

Personale formato periodicamente con corso
WHO/UNICEF 20 ore
+

Formazione di 6 ore su BN: presentazione dello studio
(60 min); fisiologia dell’allattamento (60 min); BN e
riflessi innati (90 min); video su BN (60 min); role play
e discussione (90 min)




Esiti dello studio

Primario

o Presenza di problemi al seno (dolore, ragadi,
ingorgo, mastite) durante la permanenza in
ospedale

Secondari

o Presenza di problemi al seno a 7, 30 e 120 giorni
dalla dimissione;

o Allattamento esclusivo (definizioni WHO) durante la
degenza, alla dimissione (ultime 24 ore), a 7, 30 e
120 giorni dalla dimissione;



Risultati

Flow cha

rt dello studio

229 valutate
in gravidanza

21 escluse per:

- presenza criteri di
esclusione (n=9)

- non consenso (n=12)

v

208
randomizzate

104
standard care

6 escluse secondo

protocollo per ammissione |«

in terapia intensiva

3 escluse secondo
protocollo per ammissione
in terapia intensiva

A 4

8 hanno partorito in altro

H o ritirato il consenso

A
y

»| 3 hanno partorito in altro
H




Caratteristiche generali della popolazione

Peso alla nascita, grammi, mediana (IQR)

(3088-3703)

BN Standard care
(n=90) (n=98)
Nazionalita italiana, n (%) 76 (84%) 83 (85%)
Famiglia monoparentale, n (%) 2 (2%) 2 (2%)
Scolarita materna, n (%)
- Licenza superiore/Universita 77 (86%) 88 (90%)
Madre lavoratrice, n (%) 66 (73%) 80 (82%)
Precedenti figli, n (%) 36 (40%) 40 (41%)
Precedenti figli allattati, n (%) 31 (86%) 38 (95%)
Problemi con precedente allattamento, n (%) 18 (58%) 22 (58%)
Frequenza di Corso prenatale, n (%)8§ 65 (74%) 74 (76%)
Tipo di parto, n (%)
- Vaginale 77 (86%) 79 (81%)
- Taglio cesareo 13 (14%) 19 (19%)
Eta gestazionale alla nascita, settimane,
e d?ana (T0R) 40 (39-40) 39 (39-40)
3353 3345

(3059-3630)




Valutazione degli esiti alla dimissione dalla maternita

BN Standard
_ care P
(n=90) (n=98)
Problemi al seno (esito primario 30 (33%) | 58 (59%) | <0.001
dello studio), n (%) '
Dolore al capezzolo, n (%) 25 (28%) | 46 (47%) | 0.007
Ragadi, n (%) 13 (14%) | 34 (35%) | 0.001
Ingorgo, n (%) 0 1 (1%) 1.00
Mastite, n (%) 0 0 -
Riduzione assoluta del rischio

nel gruppo BN da 19% (dolore
al capezzolo) a 26% (problemi
al seno)



RR (95% CI)

Problemi al seno (esito primario
dello studio)

0.56 (0.40-0.79)

Dolore al capezzolo

0.59 (0.40-0.88)

Ragadi

0.42 (0.24-0.74)

Riduzione relativa del
rischio nel gruppo BN
da 41% (dolore al
capezzolo) a 58%
(ragadi)



BN Usual care Risk Ratio Risk Ratio
Events Total Events Total 95% ClI 95% CI
Breast problems
At discharge 30 90 58 98 0.56 [0.40, 0.79) 3
7 days after discharge 21 89 51 98 0.45 [0.30, 0.69] -
30 days after discharge 24 89 37 9 0.70 [0.46, 1.07] ]
120 days after discharge 12 85 26 a4 0.51 [0.28, 0.95) —_—
Cracked nipples
At discharge 13 90 34 98 0.42 [0.24, 0.74) —
7 days after discharge 12 89 33 98 0.40 [0.22, 0.73] —
30 days after discharge 14 89 13 96 1.16 [0.58, 2.33) —
120 days after discharge 2 85 7 94 0.32 [0.07, 1.48] t
Sore nipples
At discharge 25 90 46 98 0.59 [0.40, 0.88) -
7 days after discharge 15 89 33 98 0.50 [0.29, 0.86) —
30 days after discharge 18 89 23 96 0.84 [0.49, 1.486) —
120 days after discharge 7 85 16 94 0.48 [0.21, 1.12) —1
Breast engorgment
At discharge 0 9 1 98 0.36 [0.01, 8.79] t
7 days after discharge 1 89 7 98 0.16 [0.02, 1.25) i
30 days after discharge 6 89 6 96 1.08 [0.36, 3.22] -
120 days after discharge 7 85 15 94 0.52 [0.22, 1.20) —T
Mastitis
Al discharge 0 90 0 98 Not estimable
7 days after discharge 1 89 1 98 1.10 [0.07, 17.34) 1
30 days after discharge 3 89 5 9  065[0.16, 2.63) J
120 days after discharge 1 85 3 94 0.37 [0.04, 3.48) i
0.01 0.1 1 10 100

Favours BN Favours Usual care




Alimentazione dei bambini durante il follow
up dello studio

100%
90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

Usual care Usual care Usual care Usual care Usual care

B3

During Hospital stay At discharge 7 days 30 days 120 days

H Exclusive BF B Predominant BF H Partial BF Exclusive formula feeding




Conclusioni

La promozione dell'approccio BN nella vita reale
di un ospedale di terzo livello ha mostrato di
essere efficace nella prevenzione dei problemi al
seno durante l'inizio e l'instaurazione
dell'allattamento

Se questi risultati dovessero essere confermati in
altri contesti, un intervento che dimezza
'incidenza dei problemi al seno ha il potenziale
per diventare un'importante misura di salute
pubblica per la promozione dell'allattamento
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The effectiveness of the laid-back position
on lactation-related nipple problems and
comfort: a meta-analysis

Zhi Wang', Qiuyue Liu?, Lihua Min®" and Xiaorong Mao® ®

12 RCT su LB BF
1 ininglese e 11 in cinese
1936 coppie madre-bambino

Identification

Screening

Eligibility ]

[

)

Included

Records identified through database searching (n = 296):
Cochrane Library (n = 7), EMBASE (n = 13), Medline (n =
14), Ovid (n = 122), PubMed (n = 12), Web of Science (n =
31), CINAHL (n = 22), Scopus (n = 11), CNKI (n = 18),
CBMdisc (n = 13), WanFang (n = 17), VIP (n = 16)

Additional records
identified through
other sources
(n=0)

[

[ Records after duplicates removed (n = 214)

Records screened based on
title or abstract
(n=214)

Excluded (n = 179)
- No outcome of interest (128)
- Redundant publications (2)
- Language not English or Chinese (3)
- No full-text available (7)
- Reviews /editorials /books/theses/news etc.
(39)

Full-text articles assessed
for eligibility
(n = 35)

"

Excluded (n = 23)
- Inappropriate study design (18)
- Inappropriate interventions (4)
- Difficult to extract data and unable to contact
the author (1)

Articles included in the meta-
analysis
(n=12) *

I

1

randomized controlled trials
(n=11)

quasi-randomized controlled trial

(n=1)




Dolore al capezzolo

7 studi, 926 coppie madre-bambino

Experimental Control Risk Ratio Risk Ratio
cl M-H. Random, 95% Cl|
Li et al.(2017) 1" 100 69 100 17.6% 0.16 [0.09, 0.28) ==
Liu et al.(2019) 1 49 F 49 5.0% 0.14 [0.02, 1.12]
Shi et al.(2017) 10 84 56 84 17.2% 0.18 [0.10, 0.33] —
Wang (2019) 2 50 8 50 7.8% 0.25 [0.06, 1.12] ]
Zeng et al.(2019) T 60 41 60 15.7% 0.17 [0.08, 0.35) e
Zhang (2019) 24 74 70 19.9% 0.57 [0.39, 0.84] -
Zhao (2019) 9 48 33 48 17.0% 0.27 [0.15, 0.51] s
Total (95% CI) 465 461 100.0% @.14, 0.40] E
Total events 64 254 : . ' :
AT 2 - " 2 - - - . )R - T T T T
e e T I U
’ : ' Favours [experimental] Favours [control]
\ Fig. 3 Forest plot for the incidence of nipple pain between the laid-back position and the traditional position in breastfeeding
Favours [experimental]l  Favours [control] Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
Lietal(2017) 11 100 ] 100 14.6% 0.161(0.09,0.28) —_
Liu et al.(2018) 1 44 7 44 43% 0141002117 I —
‘ Milinco et al.{2020) 28 a0 46 a8 16.3% 0.59[0.40,0.88) =
Shietal.(2017) 10 84 ] B4 14.3% 0181[010,0.33) I
Wang (2018) 2 a0 8 a0 6.7% 0.251[0.06,1.12) E——
Zeng etal.{2019) 7 1] 4 B0 131% 017 [0.08,0.39) —
Zfhang etal.(20149) 4 74 40 70 16.4% 0.47[0.39,0.84] =
Zhao (2019) g 48 KX 48 141% 0270148, 0.51] -
=
Total (95% Cl) 555 559 100.0% @0.45] o >
Total events 29 300 —|
Heterogeneity, Tau®=0.34; Chi*= 32.85, df= 7 (P = 0.0001); F=78% ﬁI.EIEIS 0!1 1'EI mlﬁ

Testfor overall effect 7= 514 (P = 0.00001)

Favours [experimental] Favours [control]




Trauma al capezzolo
7 studi, 1274 coppie madre-bambino

f’ N
Experimental Control Risk Ratio Risk Ratio
Cl M-H. Random. 95% CI
Li et al.(2017) 49 100 64 100 222% 0.77 [0.60, 0.98) b
Liang et al.(2017) 6 200 48 200 13.9% 0.13 [0.05, 0.29] e
Liu et al.(2019) 1 49 7 49 4.4% 0.14 [0.02, 1.12]
Lu et al.(2019) 24 54 36 54 20.9% 0.67 [0.47, 0.95] -
Shi et al.(2017) 57 84 66 84 228% 0.86 [0.72, 1.04] ﬂ
Wang (2019) 0 50 5 50 25% 0.09 [0.01, 1.60] -
Yu et al.(2019) 6 100 19 100 13.2% 0.32[0.13, 0.76) =
T ——
Total (95% CI) 637 637 100.0% 0.47 [0.29, 0.75)] - >
Total events 143 245 : ~ . )
Heterogeneity: Tau® = 0.25; Chi® = 40.95, df = 6 (P < 0.00001); P = 85% '0_001 0j1 1 1'0 1000’
Test for overall effect: Z = 3.12 (P = 0.002) Favours [experimental] Favours [control]
\ Fig. 4 Forest plot for the incidence of nipple tauma between the laid-back position and the traditional position in breastfeeding

Favours [experimental]  Favours [control] Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
Lietal (2017) 44 100 fid 100 184% 0.77 [0.60, 0.98] Bl
Liang et al.(2017) i 200 48 200 11.8% 0.13]0.08, 0.24] —
Liuetal(2014) 1 44 7 48 38% 0.1410.02,1.13] |
Lu etal (2014) 24 a4 36 a4 17.8% 0.67[0.47,0.94] —+
-. Milinco etal.(2020) 13 an 34 98 15.0% 0.4210.24,0.74] —
Shi etal.(2017) a7 a4 ] 84 19.4% 0.86(0.72,1.04] -
Wirang (2019) a a0 ] a0 21% 0.091[0.01, 1.80]
YU etal.(2019) ] 100 14 m 1M.2% 0.3210.13,0.78] —
Total {95% CI) 127 735 100.0%@29, 0.71] L >
Total events 156 279 — |
Heterogeneity: Tau®= 025 Chi*=45.79, df=7 (P = 0.00001); F=85% i i i I
Testfu?uvergll effect 7= 3l.45 iF= III.EIDIIIIS) ( ! 0.001 U'-1 10 100g
Favours [experimental] Favours [control]
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Effect of Baby-Led Self-Attachment Breastfeeding
Technigue in the Postpartum Period on Breastfeeding Rates:
A Randomized Study

Caixin Yin! Xi Su? Qiuxia Liang? and Fei Wan Ngai*

Abstract

Objective: To evaluate the effects of a baby-led self-attachment breastfeeding support intervention on the
prevalence and duration of exclusive breastfecding and nipple pain at 3 days, 6 weeks, 3 months, and 6 months
postpartum among Chinese mothers.

Materials and Methods: A randomized study was conducted with 504 mother—infant dvads allocated to the
baby-led self-attachment breastfeeding support intervention (n=251) and standard postpartum care (n=253).
Data on the prevalence and duration of exclusive breastfeeding and nipple pain were collected at 3 days, 6
weeks, 3 months and 6 months postpartum.

Results: Mothers in the intervention group were significantly more likely exclusively breastfeeding at 3 days
(mean difference = 12.1%. 95% confidence interval [CT]: 3.9-20.2%, p=0.004) and 6 months postpartum (mean
difference=17.8%. 95% CI: 8.3-27.4%, p<0.001). They were less likely to stop breastfeeding over the
6-month period, compared with the control group (Hazard ratio=0.65; 95% CI: 0.49-0.87). They were also less
likely to experience nipple pain at 3 days (mean difference=—8.1%, 95% CI: —15.9 to -0.4%, p=0.04) and
3 months postpartum (mean difference =—4.9%, 95% CI: =8.7 to =1.2%, p=0.01).

Conclusions: The baby-led self-attachment breastfeeding support is clinically effective in increasing the
prevalence and duration of exclusive breastfeeding and reducing nipple pain among Chinese mothers.

Keywords: breastfeeding, baby-led, self-attachment

Cina, 1 ospedale (BFH)

Quasi-Randomizzate 504 coppie
madre-bambino (251 a baby-led
self attachment; 253 a standard
care)

O Meno dolore al seno a 3 giorni (-
8,1%) e a 3 mesi (-4, 90/3)

o Allattamento a 3 giornie a 6
mesi S|gn|f|cat|vamente
maggiore nelig po di
intervento (di ferenza 12% e del
17,8% rispettivamente)

o Rischio di interrompere
allattamento nei 6 mesi ridotto
(HR 0,65, da 0,49 a 0,87)
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o Uso del paracapezzolo durante la degenza,a 7, 30 e 120

giorni dalla dimissione

o fattibilita dell’intervento in ambiente ospedaliero =>
numero di donne che rifiutera di partecipare allo studio,
che ritirera il consenso o chiedera di passare da una
modalita di assistenza all’altra e dal numero di donne che
pur randomizzate ad un intervento riceveranno l'altro

o soddisfazione/gradimento della donna rispetto alla
modalita di allattamento e al sostegno ricevuto, valutata
alla dimissione, a 30 e 120 giorni con la specifica
sottoscala (domande 1, 2, 6, 9, 11, 12, 16, 17, 18, 20,
21, 23, 25, and 30) dello strumento validato Maternal
Breastfeeding Evaluation Scale
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