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VERSION 1 - REVIEW 

REVIEWER David Tappin 
University of Glasgow 

REVIEW RETURNED 18-May-2015 

 

GENERAL COMMENTS I am unclear about describing the MCHs as clusters. I think the 
clusters are the random allocation entity which is the LGAs. I think 
having the MCHs described in the text is unhelpful. I am not an 
expert on cluster trials so I think this needs to be clarified by an 
expert from a CTU. I therefore may be wrong, but I can't see how 
the inclusion of the MCH category helps the trial description as it is 
not the unit of randomisation.  
 
This is a very good trial which has a clear outcome and message 
which however is not voiced by the authors. I understand the 
attachment to peer support, extra home visits, drop-in centres etc 
that is present in breastfeeding circles. My own area of research 
'smoking in pregnancy' has a fraternity of therapists who have a 
strong vested interest in the efficacy of 'talking' therapies. It is 
therefore difficult and often ignored when trial results show that for 
pregant women 'talking' therapies probably don't make a great deal 
of difference. However it still needs to be said.  
 
The discussion and conclusions of this paper are ducking the 
question. I think it needs to at least be said that: Traditional 
breastfeeding support, on its own, does not help women to initiate or 
sustain breastfeeding. This trial is vital to show that this conclusion is 
true. Once everybody accepts this conclusion, then we can stop 
flogging a dead horse - that is traditional breastfeeding support 
interventions alone not breastfeeding itself - and try to find out what 
would encourage more women to initiate and sustain breastfeeding. 
I know what I think may work. Throughout the world we are spending 
large amounts of money on peer support, extra home visits, drop-in 
breastfeeding centres. There is little evidence that this approach is 
achieving the aim of increasing breastfeeding rates, and this trial is 
good evidence that the current approach doesn't work. The Scottish 
study referred to in the paper showed that extra drop-in centres don't 
work, on their own.  
I think research needs to go back to real qualitative work to find out 
what women and families really feel about breastfeeding. This may 
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have been done in Australia, but not in the UK.  
 
The discussion needs to say that within the parameters of a well 
conducted well funded randomised controlled trial, extra traditional 
breastfeeding support, on its own, made no difference to 
breastfeeding rates measured by commonly used primary and 
secondary breastfeeding outcomes measured in this trial. 

 

REVIEWER Pat Hoddinott 
University of Stirling 
 
I have met one of the co-authors (Prof Lisa Amir) briefly at a 
conference and will be meeting her again later this year. I have not 
worked with any members of the team. 

REVIEW RETURNED 25-May-2015 

 

GENERAL COMMENTS This is an important paper reporting findings from a 3 arm cluster 
RCT of a community intervention aiming to improve breastfeeding 
(any) at 4 months which showed no effect. One of the reasons why 
this is important is that there are now a significant number of RCTs 
in Australia and the UK where interventions offering additional 
support for breastfeeding are producing findings that conflict with 
Cochrane systematic review evidence. The authors mention this in 
the introduction and in the discussion, focusing on the 
methodological quality. However, in my view the importance of the 
context in which interventions are delivered and how this interacts 
with interventions deserves more attention.  
Major comments  
A more systematic approach to the specification of the interventions 
and usual care (p5,6) e.g. by following the TIDieR guidance 
(Hoffman et al BMJ 2014;348:g1687 doi: 10.1136/bmj.g1687) would 
help. In line 23, p6 the authors state that the aim was to fill the gap 
between discharge from hospital and the MCH care (usually 7 days 
or more). I could not replicate the woman’s care pathway through 
this crucial period from the description in the methods (although a bit 
more information was gleaned from reading the trial protocol). For 
example, the intervention begins with screening women at the first 
routine MCH telephone contact after hospital discharge. How do the 
author’s definitions of contact and care (mentioned p6, line 23 aim) 
differ? Routine telephone contact is not mentioned in the description 
of usual care – was this unique to the intervention arms? In which 
case removing the word “routine” would avoid confusion. When after 
hospital discharge does the first screening telephone call take 
place? How do MCH know when a woman has been discharged 
home? Is this a “cold call” i.e. are the mothers likely to have met the 
MCH antenatally who is phoning them? Who are the gatekeepers to 
the implementation of the intervention? More details about the 
opening hours of the drop-in centres and how women were informed 
about these is also required.  
Following on from this, I would like to see more detail in the results 
to be able to assess whether the timing, dose and reach of the 
intervention met the aim stated on p6, line 23. I would therefore like 
to see additional rows of boxes in the CONSORT flow diagram to be 
able to assess the amount of intervention delivered: Number of 
mothers and babies discharged; Number of women receiving first 
telephone contact and screened for infant feeding method; the 
number breastfeeding; the number meeting the eligibility criteria for 
a home visit for each group. This would add clarity to the 
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implementation description on p10, lines 27-39, which requires 
revision. The numbers behind the percentages are required in this 
section, including the numbers attending drop-in centres (numbers 
of women, age of baby, number of attendances/woman). Variation 
between the clusters e.g. median and interquartile range within each 
LGA would be helpful.  
In the discussion, p11, 29-33 – the authors refer to the problems 
with intervention, fidelity and dose of intervention. In my opinion, key 
quantitative data on these should be reported in the main trial paper 
for the results to be interpreted. The conclusion in the abstract (p2, 
lines 52-56) and p 12 lines 19-30 cannot be supported by the results 
section of the study. The conclusions seem more appropriate for 
their planned process evaluation paper.  
I would like to see more reflection on rationale for the eligibility 
criteria for this intervention. The regression analysis shows that they 
could have selected on other well known predictors of early 
cessation of breastfeeding e.g. maternal age, low income, 
caesarean birth. These findings should be referenced as consistent 
with other large observational studies, which consistently report the 
same associations. Why was this literature not taken into account in 
deciding the eligibility criteria for the additional home visit? 
Reflection on the rationale for selecting their narrow eligibility criteria 
is important. In addition, many breastfeeding trials have reported 
gatekeeper issues. A discussion of these to accompany any results 
might provide important lessons for other researchers in this field.  
I am aware that the authors intend to publish a process evaluation 
which may include some of the information that I would like to read 
to gain a fuller understanding of this trial. I would prefer the main trial 
results and the process evaluation to be published side by side for 
complex health service interventions like this and BMJ Open have 
done this in the past. Would the authors and BMJ Open consider 
this?  
In my view, the randomisation procedures are too important to not 
be included in the main text.  
Minor comments  
It would be interesting to know the reasons given by the 3 LGAs who 
were not interested in participating and the 4 LGAs who declined 
after the research team briefing. Did the characteristics of these 7 
differ in any way from those participating?  
More contextual data would be helpful. For example, p5, line 53, the 
authors mention that usual care differs for women receiving private 
care. However no data are provided for the number of private 
compared to public births for the LGAs. There is no mention of how 
similar or different antenatal and hospital practices are between 
LGAs. One reason that this is important is the systematic review by 
Chung et al (2008) of community based interventions for 
breastfeeding, which they do not cite, which found that continuity of 
interventions from antenatal through birth to the community are the 
most effective.  
Chung M, Raman G, Trikalinos T, Lau J, Ip S. Interventions in 
primary care to promote breastfeeding: An evidence review for the 
U.S. preventive services task force. Ann Int Med 2008;149(8):565-
82.  
The reference list overall is quite light.  
  

 

REVIEWER Nicola Hawley 
Yale University, USA 

REVIEW RETURNED 28-May-2015 
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GENERAL COMMENTS This paper describes the results of community-based cluster 
randomized controlled trial of two alternative breastfeeding 
promotion strategies: a home visit by a maternal-child health nurse 
in the early postpartum period, or a home visit plus access to a 
specialist breastfeeding drop in center. The paper is well written, the 
study well described and the results clearly presented. While the 
major finding was that proportion of infants receiving any 
breastfeeding at four months did not improve from baseline with 
intervention this paper raises important points about the difficulties of 
implementing such trials and the experience of these authors is 
likely to be helpful to others considering implementation of similar 
programs.  
 
There were a few places in the paper where the readers may benefit 
from further clarifications. These are listed below. I realize that many 
of these details may be available in the trial protocol paper 
referenced throughout, but for completeness of this paper, some 
further details of the intervention protocol would be helpful.  
 
General Questions:  
1. Given the attention paid to the importance of exclusive 
breastfeeding, why was any breastfeeding chosen as the outcome of 
interest rather than exclusive breastfeeding? Were the authors able 
to explore exclusive breastfeeding with the data available?  
2. It would be helpful if the authors could describe the question 
asked about infant feeding at 4 months in more detail or with exact 
wording. If this question was added specifically for use in the 
intervention – to what is it compared for the baseline data? I.e. are 
you actually comparing like for like responses?  
3. It is not clear from the ethical approval section at what point 
women in the clusters were informed or if they were informed about 
their participation in an RCT (and whether this potentially influenced 
how many women were receptive to the home visits).  
 
Strengths and Limitations  
1. It would be helpful to define the abbreviations in the strengths and 
limitation bullets  
 
Methods  
1. Why was four months chosen as the primary hypothesis end 
point?  
2. Under usual care, the authors describe hospital midwife visits 
one/two days after discharge for women who had public maternity 
care. Could you please explain how many women were likely to be 
eligible for such visits and how these differed from the visit that was 
offered as part of the intervention? If this is available to a large 
number of women, it is unclear what gap was being addressed by 
the early home visit provided by the intervention. The authors state 
on page 6 that the commencement of MCH care is usually seven 
days or more but this appears to contradict what is written under 
usual care.  
3. More detail on the intervention (page 6) would be useful. Were all 
topics covered with each women or were visits driven by specific 
needs of each patient. Was the intervention developed by the 
authors specifically for this study or was it an adaptation of 
something used previously?  
4. More detail about the community drop-in centers would also be 
helpful. Where were they located? What types of facilities were used 
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– i.e. places where women could also access other services, 
community centers, churches etc.? How often were they available? 
Days per week/opening hours?  
5. In describing eligibility, the authors describe a participant as being 
eligible if their infant received any formula or expressed milk in the 
24-hours prior to the first routine MCH telephone contact. When 
does this contact usually occur? This is not described under usual 
care so it is something that every woman receives?  
6. “It was expected that SILC-MCHNs would conduct an average of 
two home visits with approximately 30% of women who left hospital 
breastfeeding” – what was this based upon? In the description of the 
home visiting intervention it reads as though only one home visit 
would be provided – how many follow up visits were included as part 
of the intervention protocol and how was a follow up visit determined 
as necessary? Was it based on the interventionist or the participants 
asking?  
7. What was the rationale for choosing a 10% difference in 
breastfeeding rates for the power calculations? Is this in line with 
effects seen in prior intervention studies? What was the intra-class 
correlation estimate based upon?  
8. It is clear that the four month outcome was based on a question 
specifically added to the routine assessment - where did the data for 
the three and six month outcomes come from? Were they asked a 
similar question or was the data abstracted in some other way from 
clinic records?  
 
Implementation of the Intervention  
1. The sentence beginning “Assessment of women eligible for a 
SILC-MCHN visit ranged from 53% to 84% (100% expected)….” is 
confusing. What is meant by assessment of women eligible?  
2. Why did only 24% of eligible women receive a visit? (I understand 
that detailed implementation data is to be reported separately, but 
seeing as the implementation of the trial is the main explanation for 
the limited success of the intervention I think it warrants some further 
explanation here). 

 

REVIEWER Pisake Lumbiganon 
Department of Ob & Gyn  
Faculty of Medicine  
Khon Kaen University  
Khon Kaen, Thailand 

REVIEW RETURNED 02-Jun-2015 

 

GENERAL COMMENTS 1. Why was BF at 4 months chosen as primary outcome, not any or 
exclusive BF at 6 months as recommended by WHO?  
2. How were women identified to be at risk of BF cessation?  
3. What was the ratio between public and private maternity care?  
4. Did the new intervention cover private maternity care?  
5. Was sample size calculation appropriated, only 10 LGA (which 
was a unit of randomisation) were randomised, although there were 
more than 7000 women in the study? How would this affect study 
power?  
6. There were 2 levels of cluster: LGA and clusters within LGA, 
analysis should be multilevel?  
7. Why were women with infants whose age was greater than 22 
weeks excluded from analysis?  
8. The authors should discuss about clinical and research 
implications of this findings. 
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REVIEWER Alice Sitch 
University of Birmingham  
UK 

REVIEW RETURNED 07-Aug-2015 

 

GENERAL COMMENTS The sample size seems to have been calculated using MCH as the 
unit for clustering whereas randomisation actually occurred at the 
LGA level meaning a much larger sample would have been required 
due to the small number of clusters.  
 
Has the difference between LGAs been looked into in any way?  
 
There does not appear to be any multiple testing adjustment in the 
sample size calculation or in the analysis. As the two intervention 
groups are being compared to the standard care group I would 
expect to see some reference to multiple testing or some rationale 
as to why this is not necessary.  
 
It is not clear to me if LGA has been adjusted for in anyway in the 
modelling of outcomes.  
 
It is also not clear to me if the before and after analysis is adjusted 
or not. For this time of analysis I would encourage adjustment where 
possible. 

 

REVIEWER Stephanie Hubbard 
University of Leicester, UK 

REVIEW RETURNED 10-Aug-2015 

 

GENERAL COMMENTS Comments on McLachlan HL et al. Supporting breastfeeding in local 
communities (SILC) in Victoria, Australia: a cluster randomised 
controlled trial 
I do not have expertise in the subject area of this paper so I cannot 
fully comment on its usefulness but have given a general opinion on 
the paper and from a statistical view. The paper has been written on 
a topic that is very relevant and in which it is problematic to conduct 
a trial and hence highlights some of the issues. My main comments 
focus on the description of the trial and the presentation of the 
findings. 
Abstract 
• Appropriately structured. 
• Background clear. 
• The main outcome measure was breast feeding at four months but 
three and six included. Not stated how it was measured. (line 32) 
• In the findings delete three and six months from the sentence 
“There was no difference in breast feeding at 3,4, or 6 months” as 
only the four month findings are given and it is unclear which time 
point the results apply to. A separate sentence stating that three and 
six months also showed no differences could be included. (line 39) 
Introduction 
The paper gives clear background to the area and appears to refer 
to up-to-date information available. It justifies the objectives of the 
trial in that there is a lack of information in this area, both in Australia 
and across the world, and states the aim clearly. 
Methods 
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• The paper does not directly state why a three-arm cluster trial was 
chosen. For details you are referred to the published protocol which 
has been published separately and referred to. 
• Several other variables of interest (or potential confounders) are 
recorded (line 5 page 8) but there is no explanation of why these 
variables were chosen, why there may be confounding and why no 
cluster level variables (LGA or MCH) were recorded. 
• Statistical methods are very briefly described (line 34 page 8). The 
methods state that adjustment was made for clustering at the MCH 
centre level but do not state what method was used, did the authors 
use random effects, generalized estimating equations, it not clear 
from the paper? 
• Infants outside a particular age range were not included in the 
analysis but this is not mentioned until this point, why was this 
decision made? (line 37 page 8) 
• How and which variables were chosen to adjust for confounding? 
(line 39 page 8) 
Results 
• Was consent sought from the women to participate? (line 19 page 
9) 
• Flow diagram (Figure 1) – there is little information on the 
recruitment of women and babies other than the numbers that were 
measured at four months or the baseline data, e.g. numbers 
declining intervention. Lines should run straight down from each of 
the 3 trial arms rather than from trial arm 2. (lines 42-49 page 15) 
• Demographic characteristics given for the women and babies but 
nothing at the cluster level. There is no explanation of the difference 
in terms of the number of Australian born mothers and this was not 
adjusted for in the primary analysis (Table 2). 
• Baseline breast feeding rates were adjusted for but no discussion 
on why they may have been different between arms.(line 29 page 9) 
• The ICC is not presented for the primary outcomes. 
• Table 1: 
o The title is “LGA demographic characteristics” but the table 
presents the characteristics of the women and baby allocated to trial 
arms, 
o There is a footnote # on numbers omitted, this should be included 
in title., (line 36 page 16) 
• For the primary outcome results (line 27 page 9), state estimate of 
difference and CI. 
• Table 2: 
o OR column title – is it unadjusted or adjusted for clustering only, or 
adjusted for baseline breast feeding rate, more detail required? 
o Why no CI for OR? 
o P-value column not required as CI is given. 
o Footnote * - split numbers by trial arm. 
o Why not adjusted for Australian born? 
• Table 3: 
o Delete p-values. 
o Show difference between proportions and CI not p-value. 
• Table 4: 
o split n column into total and n. 
o delete p-values. Why are non-sig results not shown? 
o AOR – what are they adjusted for - other terms in the model, 
clustering? 
• I do not understand the sentence “Other factors included …” (line 8 
page 10) what does it mean? 
• Figure 2: number in comparison arm (n=1300) is different to Table 
2 (n=1305). 
Discussion 
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• Focus on the primary outcome (line 41 page 10). 
• The trial highlights the issues in running trials for complex 
interventions in this area and compares to findings in Australia and 
across the world but as I am not an expert in this area it is difficult to 
comment. 
Appendix 
• The authors completed the CONSORT check list for a RCT but 
there is a CONSORT check list for a cluster randomised trial. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1 (David Tappin) 
 
I am unclear about describing the MCHs as clusters. I think the clusters are the random allocation 
entity which is the LGAs. 
 

In the setting in which the trial was conducted the larger level of the LGAs would not be 
considered clusters in terms of groups (or clusters) of people being similar. The LGAs are 
extremely large and diverse, and we would not expect participants grouped at that level to be 
systematically similar to each other. In contrast, the MCH centres exist at the very local level, and 
in general a single MCH nurse provides the care, so women in these centres are quite likely to 
be affected by similar things, be they sociodemographic or care factors. The LGAs were a means 
of achieving a random distribution of clusters while still ensuring no contamination between 
clusters, and ensuring the trial was viable. Had we chosen to actually randomly allocate the MCH 
centres themselves it would have been impossible to function in terms of ensuring the various 
MCH nurses operated asper protocol. This is even more evident in terms of the drop in centres, 
which needed to be at the LGA level. 
 
Further to the response above, the trial protocol has been published, and was subject to several 
statistical reviews, and this design was considered acceptable. The MCH centres were what we 
adjusted for in our analysis in terms of clustering. 

 
I think having the MCHs described in the text is unhelpful. I am not an expert on cluster trials so I think 
this needs to be clarified by an expert from a CTU. I therefore may be wrong, but I can't see how the 
inclusion of the MCH category helps the trial description as it is not the unit of randomisation.  
 

We consider that a description of the MCH service is important given the international audience, 
and that the intervention is delivered at the MCH level. If we were to take out the description, 
then the reader would have no understanding of the context in which the intervention takes 
place, nor what usual care would entail. To clarify why we are describing the MCH service, and 
following on from the final sentence in the paragraph above (paragraph two of the Introduction), a 
further half sentence has been added (page 4). 
 
The first sentence of paragraph three of the Introduction now reads: “In Victoria, universal 
community-based, government-funded support is provided by the maternal and child health 
(MCH) service for families with children from birth to school age, so provides a suitable 
platform for the conduct of a community-based early intervention to support 
breastfeeding.” 

 
This is a very good trial which has a clear outcome and message which however is not voiced by the 
authors. I understand the attachment to peer support, extra home visits, drop-in centres etc that is 
present in breastfeeding circles. My own area of research 'smoking in pregnancy' has a fraternity of 
therapists who have a strong vested interest in the efficacy of 'talking' therapies. It is therefore difficult 
and often ignored when trial results show that for pregnant women 'talking' therapies probably don't 
make a great deal of difference. However it still needs to be said.  
 

No changes as a result of the above comment – as it seems the points to address are in the 
paragraph below. 
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The discussion and conclusions of this paper are ducking the question. I think it needs to at least be 
said that: Traditional breastfeeding support, on its own, does not help women to initiate or sustain 
breastfeeding. This trial is vital to show that this conclusion is true. Once everybody accepts this 
conclusion, then we can stop flogging a dead horse - that is traditional breastfeeding support 
interventions alone not breastfeeding itself - and try to find out what would encourage more women to 
initiate and sustain breastfeeding. I know what I think may work. Throughout the world we are 
spending large amounts of money on peer support, extra home visits, drop-in breastfeeding centres. 
There is little evidence that this approach is achieving the aim of increasing breastfeeding rates, and 
this trial is good evidence that the current approach doesn't work. The Scottish study referred to in the 
paper showed that extra drop-in centres don't work, on their own. I think research needs to go back to 
real qualitative work to find out what women and families really feel about breastfeeding. This may 
have been done in Australia, but not in the UK. The discussion needs to say that within the 
parameters of a well conducted well-funded randomised controlled trial, extra traditional breastfeeding 
support, on its own, made no difference to breastfeeding rates measured by commonly used primary 
and secondary breastfeeding outcomes measured in this trial.  
 

We have added a sentence to the Conclusion (page 16). The first two sentences now read:  
 
“Improving breastfeeding rates is a complex and multi-faceted endeavour, and in this trial, the 
complexity was further impacted by the poor compliance with the planned interventions. 
The additional support we aimed to add to usual care was not provided to the extent 
envisaged; only 5% of women leaving hospital breastfeeding received the intervention as 
planned, compared with the target of 30%. Within these parameters, in this carefully 
conducted cluster RCT, extra ‘traditional’ breastfeeding support, on its own, made no 
difference to breastfeeding rates as measured in this study.” 
    

Reviewer: 2 (Pat Hoddinott) 
 
This is an important paper reporting findings from a 3 arm cluster RCT of a community intervention 
aiming to improve breastfeeding (any) at 4 months which showed no effect. One of the reasons why 
this is important is that there are now a significant number of RCTs in Australia and the UK where 
interventions offering additional support for breastfeeding are producing findings that conflict with 
Cochrane systematic review evidence. The authors mention this in the introduction and in the 
discussion, focusing on the methodological quality.  However, in my view the importance of the 
context in which interventions are delivered and how this interacts with interventions deserves more 
attention. 
 
A more systematic approach to the specification of the interventions and usual care (p5,6) e.g. by 
following the TIDieR guidance (Hoffman et al BMJ 2014;348:g1687 doi: 10.1136/bmj.g1687) would 
help. 
 

A more detailed description of the trial including the interventions is published in the trial protocol 
paper. We have not specifically revised the descriptions of the intervention and usual care to 
follow the TIDieR format, but each of the issues listed below by the reviewer is addressed.  
 

In line 23, p6 the authors state that the aim was to fill the gap between discharge from hospital and 
the MCH care (usually 7 days or more).  I could not replicate the woman’s care pathway through this 
crucial period from the description in the methods (although a bit more information was gleaned from 
reading the trial protocol). For example, the intervention begins with screening women at the first 
routine MCH telephone contact after hospital discharge.  How do the author’s definitions of contact 
and care (mentioned p6, line 23 aim) differ?  Routine telephone contact is not mentioned in the 
description of usual care – was this unique to the intervention arms?  In which case removing the 
word “routine” would avoid confusion. When after hospital discharge does the first screening 
telephone call take place?  How do MCH know when a woman has been discharged home? Is this a 
“cold call” i.e. are the mothers likely to have met the MCH antenatally who is phoning them?  
 

Clarification of this process has been added in the description of “Usual care”. The following 
sentences provide more detail (page 6):  
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“The system by which LGAs are notified of women’s births is similar across the state. The 
hospital where the woman gives birth is required to notify the appropriate LGA of the birth, to 
trigger the LGA to commence the universal care. The system is usually electronic, with an 
expectation that there would be a more one-to-one hand over (such as a telephone conversation) 
if that was required, for example for a woman with complex needs. LGAs each have systems in 
place to ensure that women’s information is communicated to the appropriate MCH local centre 
and relevant MCHN. The usual process after this is that all women are telephoned and 
appointment time made for the MCHN to visit women at home by 10 to 14 days after birth. In 
some LGAs these calls are made by MCH local centre nurses, and in others the process is 
centralised.” 

 
Who are the gatekeepers to the implementation of the intervention?   
 

Different LGAs had different practices regarding the routine calls, and had the ability to 
implement women’s assessment for a SILC-MCHN visit early or not. The research team spent a 
lot of time on this critical aspect of the trial implementation. A sentence about this has been 
added to the intervention section to further clarify this (page 6-7): 
 
“LGAs were asked to undertake the ‘routine’ telephone call as early as possible postpartum in 
order to assign women an early SILC-MCHN visit if required, and much of the education focus of 
the trial was on this aspect.” 

 
More details about the opening hours of the drop-in centres and how women were informed about 
these is also required. 
  

More detail has been added to the drop-in centre description, paragraph two (page 7): 
 
“LGAs were given autonomy in terms of where the drop-in centres were located and how women 
were informed of them. Education and discussion of these processes was undertaken at all trial 
stages – during the call for expressions of interest, in the briefings regarding what trial 
participation would involve, and extensively during the run-in period and early stages of the 
interventions. LGAs were allocated funds to cover staffing of the drop-in centres based on their 
birth numbers, and were able to make their own choices as to the centre hours. The 
infrastructure cost of the drop-in centres had to be covered at the LGA level. We anticipated that 
on average drop-in centres would be able to run for two half days per week in small and medium 
LGAs and three half days in the large LGAs.” 

 
Following on from this, I would like to see more detail in the results to be able to assess whether the 
timing, dose and reach of the intervention met the aim stated on p6, line 23.  I would therefore like to 
see additional rows of boxes in the CONSORT flow diagram to be able to assess the amount of 
intervention delivered: Number of mothers and babies discharged; Number of women receiving first 
telephone contact and screened for infant feeding method; the number breastfeeding; the number 
meeting the eligibility criteria for a home visit for each group.  This would add clarity to the 
implementation description on p10, lines 27-39, which requires revision.  The numbers behind the 
percentages are required in this section, including the numbers attending drop-in centres (numbers of 
women, age of baby, number of attendances/woman).  

 
The CONSORT chart has been revised and more figures and rows added, with text to clarify the 
new additions. The text is at the start of the Results section (page 11-12). 
 
Further detail has been added regarding the number of women assessed for eligibility etc. This is 
in the last section of the results, and has been divided into a section on the number of women 
assessed for a visit, the number of visits that occurred, and some data on the drop-in centres. 
NB: tracked changes are not shown on CONSORT chart. 

 
Variation between the clusters e.g. median and interquartile range within each LGA would be helpful. 
 

It is not clear what this suggestion means, and further, the 10 LGAs are not the clusters – the 99 
MCH centres are.  
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In the discussion, p11, 29-33 – the authors refer to the problems with intervention, fidelity and dose of 
intervention. In my opinion, key quantitative data on these should be reported in the main trial paper 
for the results to be interpreted. The conclusion in the abstract (p2, lines 52-56) and p 12 lines 19-30 
cannot be supported by the results section of the study. The conclusions seem more appropriate for 
their planned process evaluation paper. 
 

More detail added as described above. 
 
I would like to see more reflection on rationale for the eligibility criteria for this intervention.  The 
regression analysis shows that they could have selected on other well known predictors of early 
cessation of breastfeeding e.g. maternal age, low income, caesarean birth.  These findings should be 
referenced as consistent with other large observational studies, which consistently report the same 
associations. Why was this literature not taken into account in deciding the eligibility criteria for the 
additional home visit?  Reflection on the rationale for selecting their narrow eligibility criteria is 
important.   
 

We had extensive discussion regarding this issue when designing the intervention and eligibility 

assessment.  Some of the main indicators of breastfeeding outcomes are factors such as 

breastfeeding intention, and other things such as education, income etc, as noted by the 

reviewer, however there are other factors as well, such as the use of formula very soon after 

birth. We had to make a pragmatic decision as to how to efficiently assess women as at risk of 

early breastfeeding cessation in the context in which the trial was to take place. The assessment 

had to be able to be undertaken in a very time efficient manner, fitting into the routine care 

systems, with questions and decisions needing to be able to be implemented not only by MCH 

nurses, but in some instances by administrative staff. We did extensive on-site education with the 

MCHNs in all LGAs, in addition to the specific SILC-MCHN education. We aimed to ensure that 

all those involved would have a good understanding of how we envisaged the eligibility 

assessment process to take place, as well as of the referral pathways and the intervention. 

 

More detail regarding this was included in the published trial protocol paper. However, we have 
now added that detail here. Below is the revised section, which does replicate this section of the 
protocol somewhat (page 8): 
 
“It was planned that within each intervention LGA, SILC-MCHNs would conduct an average of 

two home-visits to approximately 30% of women who left hospital breastfeeding. This proportion 

was chosen pragmatically, both to identify those at risk of early cessation and/or experiencing 

problems leading to early cessation and to enhance sustainability (that is by visiting only those at 

highest risk of early cessation, to conserve resources) if the intervention proved effective. There 

is strong evidence that infants receiving formula in the early postpartum period are at higher risk 

of premature cessation of breastfeeding than other infants 
16 17

, and approximately 14% of 

Victorian-born infants are being supplemented with infant formula in the early days postpartum 
14

. 

It is also known that around 30% of women self-identify breastfeeding problems in the first few 

days postpartum 
18

, though on its own this is unlikely to be a reliable indicator for risk of early 

cessation. Therefore we aimed to identify and conduct visits to the 30% of women who are most 

at risk of early breastfeeding cessation, using a mix of eligibility criteria. 

 

An assessment tool was developed and tested in non-trial LGAs to determine eligibility for a 

SILC-MCHN visit. The aim was to provide proactive support to the women most likely to cease 

breastfeeding. A visit would be arranged:  
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 if a woman’s infant received any infant formula in addition to breast milk (either at the 
breast or expressed breast milk (EBM)) , in the 24 hours prior to telephone contact; or 

 if a woman was distressed about breastfeeding or asked for help with breastfeeding 
when telephoned, even if she was not supplementing with infant formula. 

 
MCHNs could also identify women for a SILC-MCHN home-visit at a later standard MCH visit, if 
needed. In LGAs where infant formula use was consistently ascertained as less than 25% of women 
who left hospital breastfeeding, EBM use in the 24 hours prior to telephone contact (whether or not 
infant formula had been given) was included in the assessment criteria, as this is also known to be a 
risk factor for early breastfeeding cessation.

19
” 

 
In addition, many breastfeeding trials have reported gatekeeper issues. A discussion of these to 
accompany any results might provide important lessons for other researchers in this field. 
I am aware that the authors intend to publish a process evaluation which may include some of the 
information that I would like to read to gain a fuller understanding of this trial. 
 

We do not consider there was ‘gatekeeping’ per se. LGAs tended to intervene in the families that 
were easiest to contact and visit. In some cases only one phone call was made, and if there was 
no contact then the opportunity to intervene early was lost. We have revised the Discussion to 
include more on this topic (page 15): 
 
“Our process evaluation data demonstrate that a range of factors affected intervention fidelity 
and thus impacted on the overall dose and reach of the interventions, despite all participating 
LGAs being extremely engaged in the intervention concept and processes. Most LGAs were 
unable to assess all women for eligibility for early breastfeeding support; they provided fewer 
home visits than planned, and most were later than planned. This was despite numerous visits 
by the study team to the trial sites, and extensive discussion and education. It is not clear 
why this was the case, and it is likely to be more than one factor, with influences such as 
staff workloads, not receiving information on births in a timely manner, and possibly a 
perception that women did not want or need support in addition to usual care. It may also 
be that LGAs were more likely to those families that were easiest to contact; in some 
cases only one attempt to telephone women was made, and if there was no contact then 
the opportunity to intervene early was lost.” 

 
I would prefer the main trial results and the process evaluation to be published side by side for 
complex health service interventions like this and BMJ Open have done this in the past. Would the 
authors and BMJ Open consider this?  
 

We have added quite a lot more detail now regarding the trial processes. Further detail will be 
published elsewhere, e.g. papers on the drop in centres, visit content and staff views.  

 
In my view, the randomisation procedures are too important to not be included in the main text. 
 

What we have written in the paper is what happened in terms of the randomisation – it was a 
public randomisation and opaque envelopes were used. A little extra detail is provided in the 
protocol paper. 

 
It would be interesting to know the reasons given by the 3 LGAs who were not interested in 
participating and the 4 LGAs who declined after the research team briefing.  Did the characteristics of 
these 7 differ in any way from those participating? 

 
Of those that declined after the briefing it was mainly related to concerns about being able to staff 
the intervention. This has been added to the CONSORT flowchart. Another four were ineligible 
as they had similar initiatives in place. We cannot comment on the characteristic of those LGAs 
compared with those who did participate as it would make the LGAs identifiable, and the 
expression of interest process was confidential.  
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More contextual data would be helpful.  For example, p5, line 53, the authors mention that usual care 
differs for women receiving private care. However no data are provided for the number of private 
compared to public births for the LGAs.   
 

A comment has been added in the Usual care section about the fact that one third of births are in 
the private system (page 5). We have no way of knowing what proportion of births in the LGAs in 
the trial are public and private, this is not in their routine data collection. Women can choose 
where they birth, and many may choose a hospital outside the LGA in which they live.  

 
There is no mention of how similar or different antenatal and hospital practices are between LGAs. 
One reason that this is important is the systematic review by Chung et al (2008) of community based 
interventions for breastfeeding, which they do not cite, which found that continuity of interventions 
from antenatal through birth to the community are the most effective. Chung M, Raman G, Trikalinos 
T, Lau J, Ip S. Interventions in primary care to promote breastfeeding: An evidence review for the U.S. 
preventive services task force. Ann Int Med 2008;149(8):565-82. 

 
We have no ability to know this information systematically. A sentence has been added to this 
effect in the description of usual care (page 6): 
 
“The women receiving care in participating LGAs would have given birth in a wide variety of 
hospitals; it is therefore not possible to describe the types of breastfeeding supports that may 
have been offered by different hospitals, nor whether women had public or private care.” 

 
The reference list overall is quite light. 
 
We aim to reference as appropriate. If a reviewer thinks there are errors then we are happy to review 
this. 
 
Reviewer: 3 (Nicola Hawley) 
 
The paper is well written, the study well described and the results clearly presented. While the major 
finding was that proportion of infants receiving any breastfeeding at four months did not improve from 
baseline with intervention this paper raises important points about the difficulties of implementing such 
trials and the experience of these authors is likely to be helpful to others considering implementation 
of similar programs.  
 
There were a few places in the paper where the readers may benefit from further clarifications. These 
are listed below. I realize that many of these details may be available in the trial protocol paper 
referenced throughout, but for completeness of this paper, some further details of the intervention 
protocol would be helpful.  
 
General Questions: 
1. Given the attention paid to the importance of exclusive breastfeeding, why was any breastfeeding 
chosen as the outcome of interest rather than exclusive breastfeeding? Were the authors able to 
explore exclusive breastfeeding with the data available?  
 

In our work we usually focus on ‘any’ breastfeeding for a number of reasons, including the fact 
that true exclusive breastfeeding from birth to four or six months is extremely hard to measure. In 
this study the population we were working with had very low rates of any breast milk feeding, so 
our aim was really to try and increase this in the first instance. 
 
In this paper we have used data collected by the MCHNs when women attended their routine 
visits, and the primary outcome measure was infant feeding in the previous 24 hours. We chose 
to use this routine data collection to avoid this missing data that can arise in survey data 
collection methods. We do have data available on exclusive breast milk feeding in the 24 hours 
prior to the question being asked, as well as any breast milk feeding, but have focused on our 
main outcome of interest here – any breastfeeding. 

 
2. It would be helpful if the authors could describe the question asked about infant feeding at 4 
months in more detail or with exact wording. If this question was added specifically for use in the 
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intervention – to what is it compared for the baseline data? I.e. are you actually comparing like for like 
responses? 

  
There is more detail provided on the data collection tools in the published trial protocol. However, 
we have now added the actual question asked as a Figure in the paper (Figure 2) and hope this 
will clarify the question. In terms of the baseline compared with outcome data, the same question 
was used. The LGAs implemented the new question in the months leading up to the intervention, 
therefore we were able to obtain baseline data, which was adjusted for in the primary analysis 
(and is already noted in the final sentence of the description of the data analysis for the primary 
outcome).  
 
We have also added in some detail to make the issue about the baseline data clearer, in the 
Data collection section (bold text new) (page 10):  
 
“Baseline breastfeeding outcomes (three, four and six months) were collected in all participating 
LGAs for a period of three months before infants exposed to the interventions had their four 
month MCH appointments. The same new single data item (described above) asking about 
infant feeding ‘in the last 24 hours’ was used for the four month baseline measure, and 
routinely collected infant feeding data were used for the three and six month baseline and 
outcome measures. These data were used to assess comparability of trial arms at trial 
commencement and to enable a before and after analysis of breastfeeding rates at three, four 
and six months in each LGA. Outcome infant feeding data collection began directly after this 
period.” 
 

 
3. It is not clear from the ethical approval section at what point women in the clusters were informed 
or if they were informed about their participation in an RCT (and whether this potentially influenced 
how many women were receptive to the home visits).  
 

Women were not informed about being in a study, as is usual practice in cluster RCTs. The 
assumption is that the intervention is considered ‘standard care’ in the intervention arms of a 
cluster RCT, thus the study is not discussed. Later, we sent women in all participating LGAs a 
written survey by post at six months postpartum, but that is a different aspect of the study, and 
not reported here. We have added a sentence clarifying this in the ethics section (page 11): 
 
“Individual consent was not required – LGAs provided written consent, and in those LGAs that 
were allocated to the intervention, the intervention was considered ‘standard’ care.” 

 
Strengths and Limitations 
1. It would be helpful to define the abbreviations in the strengths and limitation bullets 
 

The text has been adjusted and abbreviations defined the first time they are used in that section. 
 
Methods  
1. Why was four months chosen as the primary hypothesis end point?  
 

We chose four months as the primary outcome point because breastfeeding at four months is a 
key national indicator of children’s health, development and wellbeing, and thus this is the time 
the visit is scheduled to occur (noted in trial protocol paper). The feeding data collected for six 
months is actually asked at the eight month visit. Given we wanted to ask about infant feeding in 
the last 24 hours, we therefore chose four months. The participation rate is also far higher at that 
visit (> 93%) compared with the later visit (~85%). We have not adjusted any wording in the 
manuscript re this, but can if required.  
  

2. Under usual care, the authors describe hospital midwife visits one/two days after discharge for 
women who had public maternity care. Could you please explain how many women were likely to be 
eligible for such visits and how these differed from the visit that was offered as part of the 
intervention? If this is available to a large number of women, it is unclear what gap was being 
addressed by the early home visit provided by the intervention. The authors state on page 6 that the 
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commencement of MCH care is usually seven days or more but this appears to contradict what is 
written under usual care.  

 
We have added that the home visit by the hospital is for all women accessing public care, and 
added a little more detail to the description of Usual care (page 5-6): 
 
“Services in LGAs allocated to ‘usual care’ were those routinely available to women after birth in 
Victoria: hospital midwife visit/s (one to two days after discharge, with usual length of stay 48 
hours or less, and with a general focus on the wellbeing of mother and infant) for all 
women who had public maternity care (this service is generally not provided for women 
accessing private maternity care); an MCHN home visit usually ten days to two weeks after 
birth (with breastfeeding assessment, support and advice a core component of care, often with 
a gap of five to ten days from the hospital midwife visit to the MCHN visit, and MCH centre-
based care thereafter); …” 
 
Please let us know if this is not clear enough. More detail is available in the trial protocol paper. 

 
3. More detail on the intervention (page 6) would be useful. Were all topics covered with each women 
or were visits driven by specific needs of each patient. Was the intervention developed by the authors 
specifically for this study or was it an adaptation of something used previously? 
 

More detail has been added as requested (again, with further detail in the trial protocol paper). 
The second paragraph describing the intervention now reads as follows (page 7): 
 
“The focus of the SILC-MCHN home visits was the normalisation of breastfeeding, building 
women’s confidence to breastfeed, reassurance, development of an infant feeding plan (where 
needed), and provision of a list of useful websites and telephone numbers. The topics covered 
at individual visits were driven by the specific needs of the woman, with no set way of 
approaching issues. Women were referred to additional services as needed. SILC-MCHNs 
were MCHNs with additional training in, and a commitment to, supporting breastfeeding. 
All were required to attend a one-day workshop prior to the commencement of the 
interventions to introduce them to the study and to RCTs generally, as well as to provide 
guidance on how to provide and document the intervention, and the importance of a 
woman-centred approach. They also attended three further half days of education, 
feedback and support throughout the intervention phase.” 

 
 
4. More detail about the community drop-in centers would also be helpful. Where were they located? 
What types of facilities were used – i.e. places where women could also access other services, 
community centers, churches etc.? How often were they available? Days per week/opening hours? 
 

This has been addressed in the response to Reviewer: 2 above. 
 
5. In describing eligibility, the authors describe a participant as being eligible if their infant received 
any formula or expressed milk in the 24-hours prior to the first routine MCH telephone contact. When 
does this contact usually occur? This is not described under usual care so it is something that every 
woman receives?  
 

This has been addressed in the response to Reviewer: 2 above. Please let us know if more detail 
is required. 

 
6. “It was expected that SILC-MCHNs would conduct an average of two home visits with 
approximately 30% of women who left hospital breastfeeding” – what was this based upon? In the 
description of the home visiting intervention it reads as though only one home visit would be provided 
– how many follow up visits were included as part of the intervention protocol and how was a follow 
up visit determined as necessary? Was it based on the interventionist or the participants asking? 
 

This is another area in which a lot more detail is provided in the protocol paper, however more 
detail has been added, as per the earlier response to Reviewer: 2. The new text on Determining 
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eligibility for SILC-MCHN home visit is included earlier, and found on page 8 of the revised 
paper. 

 
7. What was the rationale for choosing a 10% difference in breastfeeding rates for the power 
calculations? Is this in line with effects seen in prior intervention studies? What was the intra-class 
correlation estimate based upon? 
 

This difference is the standard difference we aim for in all our intervention work. We consider 
anything less would be not clinically meaningful, but more would be unachievable. 

 
8. It is clear that the four month outcome was based on a question specifically added to the routine 
assessment - where did the data for the three and six month outcomes come from? Were they asked 
a similar question or was the data abstracted in some other way from clinic records? 
 

This was covered in a response to Reviewer: 2 above.  
 
Implementation of the Intervention 
1. The sentence beginning “Assessment of women eligible for a SILC-MCHN visit ranged from 53% to 
84% (100% expected)….” is confusing. What is meant by assessment of women eligible?  
 

We have added another table (Table 5) to provide more information and have clarified this is the 
text (page 13-14), which now reads as follows: 
 
“Table 5 shows the number of women in the intervention trial arms who were registered for care 
in the MCH centres, the number of these estimated to be breastfeeding, and the subsequent 
number and percentage of these who were assessed for a visit (63% overall) and had a visit 
arranged (16% overall). Considering the six intervention LGAs, assessment of women eligible for 
a SILC-MCHN visit ranged from 53% to 84% in the six LGAs (complete data by LGA not shown 
in paper, just trial arm data [Table 5]).  Between 16% and 33% of women declined a SILC-MCHN 
visit, whereas extremely few women decline the usual MCHN home-visit.” 

 
2. Why did only 24% of eligible women receive a visit? (I understand that detailed implementation 
data is to be reported separately, but seeing as the implementation of the trial is the main explanation 
for the limited success of the intervention I think it warrants some further explanation here).  

 
We have added more thoughts on this in the discussion (page 15): 
 
“Most LGAs were unable to assess all women for eligibility for early breastfeeding support; they 
provided fewer home visits than planned, and most were later than planned. This was despite 
numerous visits by the study team to the trial sites, and extensive discussion and 
education. It is not clear why this was the case, and it is likely to be more than one factor, 
with influences such as staff workloads, not receiving information on births in a timely 
manner, and possibly a perception that women did not want or need support in addition to 
usual care.” 

 
Reviewer: 4 (Pisake Lumbiganon) 
 
1. Why was BF at 4 months chosen as primary outcome, not any or exclusive BF at 6 months as 
recommended by WHO? 
 

This was covered when responding to Reviewer: 3 above, and is discussed at length in the trial 
protocol paper. 

 
2. How were women identified to be at risk of BF cessation? 
 

Women were assessed as being at risk of early breastfeeding cessation if they were giving their 
infant either formula or expressed breast milk in the previous 24 hours, when asked at the first 
telephone contact by the LGA. See page 8. 

 
3. What was the ratio between public and private maternity care? 
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Approximately one third of Victorian women choose private care. This has been added to the text 
under the section of Usual care. 

 
4. Did the new intervention cover private maternity care? 
 

Yes. MCH is a universal service, and this was part of the care in those LGAs allocated to the 
intervention. 

 
5. Was sample size calculation appropriated, only 10 LGA (which was a unit of randomisation) were 
randomised, although there were more than 7000 women in the study? How would this affect study 
power? 
 

The unit of randomisation was the LGA, but there were many more clusters than this, as 
discussed above in response to Reviewer: 1. This issue is also discussed in detail in the trial 
protocol paper, therefore no changes have been added to the current manuscript at present. 
Please let us know if this is required. 

 
6. There were 2 levels of cluster: LGA and clusters within LGA, analysis should be multilevel? 
Why were women with infants whose age was greater than 22 weeks excluded from analysis? 
 

We consider there was only one level of cluster. The LGAs were the unit of randomisation for 
practical purposes. This is discussed in more detail in our first response to Reviewer: 1 above. 
Our analysis was adjusted for potential clustering at the MCH level. Given the LGA sizes varied 
we took this into account in the analysis as a strata. More detail is provided in the trial protocol 
paper. 

 
7. The authors should discuss about clinical and research implications of this findings. 
 

We consider this has been done in the Conclusion section of the paper. We state that this is a 
complex issue, that this intervention found no difference, and that other strategies need to take 
into account the complex setting in which breastfeeding takes place.  

 
Reviewer: 5 (Alice Sitch) 
 
The sample size seems to have been calculated using MCH as the unit for clustering whereas 
randomisation actually occurred at the LGA level meaning a much larger sample would have been 
required due to the small number of clusters.  
 

This issue has been addressed in responses to Reviewers 1 and 4 above, and is discussed in 
more detail in the trial protocol paper. The protocol paper previously underwent extensive peer 
review including statistical review. We consider the cluster design to be appropriate, and the trial 
adequately powered.  

 
Has the difference between LGAs been looked into in any way? It is not clear to me if LGA has been 
adjusted for in anyway in the modelling of outcomes. 
 
 

The LGA strata was taken into account in the analysis, as discussed in response to Reviewer: 4 
above.  

 
There does not appear to be any multiple testing adjustment in the sample size calculation or in the 
analysis. As the two intervention groups are being compared to the standard care group I would 
expect to see some reference to multiple testing or some rationale as to why this is not necessary. 
  

Each intervention group is compared with the standard care group independently, so multiple 
testing adjustment was not considered necessary. Previous statistical reviews of the published 
trial protocol paper were happy with this approach. 
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It is also not clear to me if the before and after analysis is adjusted or not. For this time of analysis I 
would encourage adjustment where possible.  

 
The primary analysis was adjusted for potential confounders as well as baseline breastfeeding 
rates, with LGA strata also accounted for, as shown in text on page 11 and 12 and in Table 2. 
The data presented in Table 3 is unadjusted. 

 
Reviewer: 6 (Stephanie Hubbard) 
 
The paper has been written on a topic that is very relevant and in which it is problematic to conduct a 
trial and hence highlights some of the issues. My main comments focus on the description of the trial 
and the presentation of the findings. 
 
Abstract  
Appropriately structured. Background clear. The main outcome measure was breast feeding at four 
months but three and six included. Not stated how it was measured. (line 32) 
 

We have added in that this was measured by self-report. 
 
In the findings delete three and six months from the sentence “There was no difference in breast 
feeding at 3,4, or 6 months” as only the four month findings are given and it is unclear which time 
point the results apply to. A separate sentence stating that three and six months also showed no 
differences could be included. (line 39) 
 

This has been addressed in the Abstract as requested. 
 
Introduction 

The paper gives clear background to the area and appears to refer to up-to-date information 

available. It justifies the objectives of the trial in that there is a lack of information in this area, both in 

Australia and across the world, and states the aim clearly. 

 

Methods 

The paper does not directly state why a three-arm cluster trial was chosen. For details you are 

referred to the published protocol which has been published separately. 

 

We have added a sentence to the start of the methods regarding this, and the opening paragraph 

now reads (on page 4-5) : 

 

“A three-arm cluster randomised controlled trial (RCT) design was used: a comparison (usual 
care) arm and two intervention arms. The first intervention was proactive, early MCHN home-
based breastfeeding support (Home visit, HV). The second included early home-based support, 
with an additional component – access to a community-based breastfeeding drop-in centre 
(HV+drop-in). The three-arm design enabled us to draw conclusions about the effect of 
either a single strategy, or the implementation of two approaches at once in relation to 
standard care.” 
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Several other variables of interest (or potential confounders) are recorded (line 5 page 8) but there is 

no explanation of why these variables were chosen, why there may be confounding and why no 

cluster level variables (LGA or MCH) were recorded. 

 

Clarification has been added (page 10): 
 
“A range of other variables of interest (or potential confounders [known to affect breastfeeding] 
for the primary outcome) were abstracted from routinely collected MCH data.13 These included 
gestational age and date of birth of the infant; mode of birth; maternal parity, age, country of 
birth, and if born overseas, year of arrival; country of birth of father; MCH centre postcode; MCH 
centre code (the cluster variable); date of routine four month KAS visit; infant age in weeks at 
the routine four month KAS visit; Health Care Card status (concession card for low income 
earners); and Aboriginal or Torres Strait Islander status of mother.” 

 

 

Statistical methods are very briefly described (line 34 page 8). The methods state that adjustment was 

made for clustering at the MCH centre level but do not state what method was used, did the authors 

use random effects, generalized estimating equations, it not clear from the paper? 

 

Sorry this was not clear. The ‘survey set’ command in Stata was used to adjust for clustering at 

the MCH centre level, with the three different size LGAs (large, medium and small, based on 

birth numbers) taken into account as strata. The command was “svyset  mchcentre_code, 

strata(lga_size)”.  All regression followed this. Clarification of this has been added to the paper. 

An addition to the paragraph now reads (on page 11): 

 

“This was done using the ‘survey set’ command in Stata prior to all regression. MCH centre 

codes were used to denote clusters, and the three LGA sizes (large, medium and small, based 

on birth numbers) were assigned as strata.” 

 

Infants outside a particular age range were not included in the analysis but this is not mentioned until 

this point, why was this decision made? (line 37 page 8) 

 

Our primary outcome was any breastfeeding at four months of age. The primary measure was 

the question about infant feeding in the last 24 hours, asked at the routine MCH visit. We had to 

make a decision about how wide we would go in terms of age inclusion. Taking infants that were 

too young would likely over-estimate the breastfeeding rate, as cessation may not have occurred. 

Taking infants too old would potentially do the opposite, and under-represent the percentage still 

breastfeeding. We therefore implemented an age range that we considered clinically reasonable. 

A short explanation has been added in text (page 11): 

 

“Women with infants whose age was less than 13 and greater than 22 weeks were excluded 

from the analysis (given their inclusion might result in over- or under-estimating the 

percentage giving any breast milk at four months).” 

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2015-008292 on 1 F

ebruary 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


 

How and which variables were chosen to adjust for confounding? (line 39 page 8) 

 

These were chosen based on our knowledge of the literature along with what was available in 

the database. 

 

Results 

Was consent sought from the women to participate? (line 19 page 9) 

 

As per our response to Reviewer: 3 

 

Women were not informed about being in a study, as is quite usual practice in cluster RCTs. The 
assumption is that the intervention is considered ‘standard care’ in the intervention arms of a 
cluster RCT, thus the study is not discussed. We did then send women in all participating LGAs a 
written survey by post at six months postpartum, but that is a different aspect of the study, and 
not reported here. We have added a sentence clarifying this in the ethics section (page 11): 
 
“Individual consent was not required – LGAs provided written consent, and in those LGAs that 
were allocated to the intervention, the intervention was considered ‘standard’ care.” 

 

Flow diagram (Figure 1) – there is little information on the recruitment of women and babies other 

than the numbers that were measured at four months or the baseline data, e.g. numbers declining 

intervention.  

 

More information has been added on Figure 1, and further detail in the text at the start of the 

Results section (page 11-12): 

 

“Figure 1 illustrates this process and shows the flow of participants through the trial. The number 

of clusters in each trial arm is shown, along with the number of infants registered by the MCH 

centres in each trial arm. A small number of women in each trial arm were excluded from data 

analysis as their infant was < 13 or > 22 weeks of age at the time of the routine four month MCH 

visit. The larger difference between infants registered and those with a visit recorded at four 

months is likely to be due to non-attendance at the four-month visit.” 

 

More information has also been added on intervention fidelity, as discussed in response to 

Reviewer: 2 (page 13-14). 

 

Lines should run straight down from each of the 3 trial arms rather than from trial arm 2. (lines 42-49 

page 15) 
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This has been amended in Figure 1. 

 

Demographic characteristics given for the women and babies but nothing at the cluster level.  

 

The unit of cluster was the MCH centre, and there were 99 clusters in total. It was not considered 
feasible to provide demographic data at the cluster level. We do have demographic data 
available by each of the 10 LGAs, and this could be added if required, but we have included this 
in the current revision. 

 

There is no explanation of the difference in terms of the number of 

Australian born mothers and this was not adjusted for in the primary analysis (Table 

2). 

 

There were large amounts of missing data in some LGAs for three variables – maternal country 

of birth, Aboriginality and Health Care Card status. Including these variables in the adjusted 

analyses decreased the number of records available by a significant amount, and it was different 

proportions in relation to different variables in the different trial arms. For example in the home-

visiting trial arm maternal country of birth was not recorded in 46% of cases. We undertook the 

primary analysis with these three variables in as well as out, and while the confidence intervals 

changes slightly, the result was unchanged; neither intervention made a difference compared to 

the comparison communities. 

 

We have added an explanation of this in the paper (page 12): 

 

“When adjustments for baseline breastfeeding rates in the LGAs, gestational age, maternal age, 
caesarean births, age in weeks at the four month KAS visit and the potential effect of clustering 
in the MCH centres were taken into account, there was no difference in any breast milk feeding 
at four months across trial arms (Table 2). The other three demographic variables available 
(maternal country of birth, Aboriginality and Health Care Card holder status) had large 
amounts of missing data, as can be seen in Table 1. These were therefore not included in 
the final adjusted analysis. Including the three variables in the analysis changed the 
confidence intervals slightly, but the overall result was unchanged; the interventions 
made no difference compared to the comparison communities.” 

Baseline breast feeding rates were adjusted for but no discussion on why they may have been 

different between arms.(line 29 page 9) 

 

It is normal for breastfeeding rates to vary by location, and this is mentioned in paragraph one of 

the Introduction.  
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The ICC is not presented for the primary outcomes. 

 

The ICC we used to estimate our sample size is discussed in the trial protocol paper. We have 

now added details regarding the ICC in our outcome data, as well as a description of how the 

ICC was derived in the analysis section of the methods. 

 

In the Methods the following paragraph has been added (page 11): 

 

“Intra-cluster correlations were calculated using post-intervention (primary outcome) data, with no 

adjustment for covariates, and are reported along with the primary outcomes. Given our primary 

outcome variable was binary, we used a multilevel logistic regression model, which was 

implemented in Stata using the ‘melogit’ command, followed by ‘estat icc’. Point estimates as 

well as 95% confidence intervals are reported, along with average cluster size and range. 

 

In the Results the following has been added (page 12): 

 

“Intra-cluster correlation (ICC) 

 

There were 99 clusters in total. The average cluster size was 71.1 (range 1 to 244), and the ICC 

was 0.03 (95% CI 0.02, 0.05). In the control arm there were 41 clusters, with an average of 58.9 

women per cluster (range 9 to 213), and the ICC was 0.02 (95% CI 0.005, 0.05). The home-

visiting arm had 32 clusters of 71.3 women on average (range 1 to 226), and an ICC of 0.03 

(95% CI 0.01, 0.06). The home-visiting plus drop-in arm had 26 clusters, with an average of 90.2 

women per cluster (range 2 to 244), and an ICC of 0.03 (95% CI 0.01, 0.07).” 

 

Table 1: The title is “LGA demographic characteristics” but the table presents the characteristics of 

the women and baby allocated to trial arms. 

 

Title has been changed to: “Demographic characteristics by trial arm” 

 

There is a footnote # on numbers omitted, this should be included in title., 

(line 36 page 16) 

 

This footnote has been removed. We realise this issue is already addressed before the data are 

presented in this table. 
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For the primary outcome results (line 27 page 9), state estimate of difference and CI. 

 

This has been added and the text now reads (on page 12): 

 

“When adjustments for baseline breastfeeding rates in the LGAs, gestational age, maternal age, 

caesarean births, age in weeks at the four month KAS visit and the potential effect of clustering 

in the MCH centres were taken into account, there was no difference in any breast milk feeding 

at four months between the comparison and home-visiting trial arms (Adjusted OR 1.04, 

95% CI 0.84, 1.29) or the comparison and home-visiting plus drop-in trial arms (Adjusted 

OR 0.92, 95% CI 0.78, 1.08) (Table 2). 

 

Table 2: OR column title – is it unadjusted or adjusted for clustering only, or adjusted for baseline 

breast feeding rate, more detail required? 

 

The OR is not adjusted for anything – it is the unadjusted OR. This has been clarified as a 

footnote.  

 

Why no CI for OR? P-value column not required as CI is given. 

 

We have not included the CIs for the unadjusted ORs – since they make the table more difficult 

to read. We can add if required but prefer not to. Likewise we have left the P value in the table, 

as some readers like to have that additional information in our experience. 

 

Footnote * - split numbers by trial arm. 

 

This has been done, but does make this footnote very complex, and we would be as happy to 

omit if acceptable. 

 

Why not adjusted for Australian born? 

 

See comment above responding to this. 

 

Table 3: Delete p-values. Show difference between proportions and CI not p-value. 
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We have left the P value in the table, as some readers like to have that additional information in 

our experience. It is not clear what the latter sentence is suggesting. 

 

Table 4: split n column into total and n. 

 

We prefer to leave the n/total n in the way the data are currently presented, as it shows more 

clearly what is meant. We have used this format in many previous papers, including one our 

papers in BMJ Open:  

 

“Forster DA, Johns HM, McLachlan HL, et al. Feeding infants directly at the breast during the 

postpartum hospital stay is associated with increased breastfeeding at 6 months postpartum: a 

prospective cohort study. BMJ Open 2015;5” 

 

Delete p-values. Why are non-sig results not shown? 

 

We have left the P value in the table, as some readers like to have that additional information in 

our experience. The variables that were not significant were removed in a stepwise fashion, thus 

did not exist in the final model. Hence they are not shown. This is again consistent with the work 

we published in the paper cited above. 

 

AOR – what are they adjusted for - other terms in the model, clustering? 

 

The title of Table 4 has been adjusted to make it clearer that this is not data by trial arm, but 

pooled data. This is a standard table of items entered into a regression, where the factors that 

are adjusted are the variables in the model. Had we adjusted for other factors this would have 

been noted.  

 

I do not understand the sentence “Other factors included …” (line 8 page 10) what does it mean? 

 

The factors in the sentence before related to the mother. The ‘other’ factors are those not related 

to the mother – this has been clarified by adding in ‘non-maternal’ (page 13): 

 

“Other (non-maternal) factors included…” 

 

Figure 2: number in comparison arm (n=1300) is different to Table 2 (n=1305). 
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Thank you for pointing out this typographical error, which has been corrected in Table 2. 

 

Discussion 

Focus on the primary outcome (line 41 page 10). 

 

It is not clear if any suggestion for change was made here, thus none has been undertaken. 

 

The trial highlights the issues in running trials for complex interventions in this area and compares to 

findings in Australia and across the world but as I am not an expert in this area it is difficult to 

comment. 

 

Appendix 

The authors completed the CONSORT check list for a RCT but there is a CONSORT check list for a 

cluster randomised trial. 

 

This has been addressed. 

 
 

VERSION 2 – REVIEW 

REVIEWER Nicola Hawley 
Yale University, USA 

REVIEW RETURNED 15-Oct-2015 

 

GENERAL COMMENTS Thank you for the opportunity to re-review this manuscript. The 
revised manuscript is considerably clearer and I appreciate the 
author’s efforts to address the wide-ranging reviewer’s comments. 
My additional comments are as follows:  
Abstract  
1. I appreciate the author’s explanation in the response to reviewers 
as to why any breastfeeding at four months was chosen as the 
primary outcome rather than the WHO recommended exclusive 
breastfeeding to six months. I would like to see that explanation in 
the paper, and I think it would be clearer if the authors could remove 
the reference to the WHO recommendations in the objectives 
paragraph of the abstract and re-frame with the four month time 
point in mind.  
 
Methods:  
2. On pg. 5, line 11 the authors have added a statement about how 
“individual randomization was not considered practical….” This is a 
helpful statement, but should be moved to somewhere after they 
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explain the randomization process that was used (LGAs).  
3. Study hypotheses should be moved to the end of the methods 
section.  
4. Please make it clear that the ‘usual length of stay’ referred to on 
pg. 5, line 50 refers to hospital stay after birth (if this is the case!).  
5. Pg. 11, line 6 onward: It is unclear to me why children under 13 
weeks were excluded if there was a 3 month outcome and why over 
22 weeks were excluded if there was a 6 month outcome – was this 
just to look at the primary four month outcome? If it was to ensure 
there was little over-/under-reporting, why were more children over 
four months than under included in the analysis?  
Results:  
6. Pg. 14, line 13: This paragraph describes the amount of women 
who received at least two visits (5%) and this is referred to again in 
the conclusion. As I read the methods, I still can’t find a statement 
that says clearly that that was the goal of the intervention – the 
methods focuses on the first post-discharge visit being key and 
describes nothing about how the need for a second visit was 
decided. Please make this clearer. It would be helpful to remind the 
reader about the targets for the number of intervention visits in this 
paragraph.  
Discussion:  
7. Thank you for the added information about the drop in centers. It 
is still not clear to me how women were informed about their 
availability. Can that be added?  
8. Did you do any analysis to see whether there was an increase in 
breastfeeding among the 5% who appeared to get the intervention 
as planned? I think that that is an important point for this discussion 
– i.e. if the intervention is implemented successfully, can it be 
effective? 

 

REVIEWER Alice Sitch 
University of Birmingham, UK 

REVIEW RETURNED 25-Oct-2015 

 

GENERAL COMMENTS Whilst the analysis carried out is appropriate, further justification of 
the sample size calculation is required in this paper (regarding LGAs 
and MCHs).  

 

VERSION 2 – AUTHOR RESPONSE 

Reviewer  (Nicola Hawley) 
 
Abstract 
1. I appreciate the author’s explanation in the response to reviewers as to why any 
breastfeeding at four months was chosen as the primary outcome rather than the WHO 
recommended exclusive breastfeeding to six months. I would like to see that explanation in the paper, 
and I think it would be clearer if the authors could remove the reference to the WHO 
recommendations in the objectives paragraph of the abstract and re-frame with the four month time 
point in mind.  
 
We have added the following to the paper (in Methods, Data collection section, page 9). 
“We chose four months as the primary outcome point because breastfeeding at four months is a key 
national indicator of children’s health, development and wellbeing, and thus this is the time the visit is 
scheduled to occur (noted in trial protocol paper). The feeding data collected for six months in the 
LGA context is actually asked at the eight month visit. Given we wanted to ask about infant feeding in 
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the last 24 hours, we therefore chose four months. The participation rate is also far higher at that visit 
(> 93%) compared with the later visit (~85%)”. 
 
With regard to reframing the abstract, we have tried to do this, but on reflection it seems difficult to 
mount the same argument in an abstract which is restricted to 300 words. We do state that the 
outcomes are three, four and six months, as there is now more detail in the paper. Our aim was 
always to increase any breast milk feeding to six months, and this was our initial aim here – it is just 
that for pragmatic reasons the optimal point for the primary outcome measure was four months. We 
would be happy to take guidance as to how to better frame the objectives.   
 
Methods: 
2. On pg. 5, line 11 the authors have added a statement about how “individual randomization 
was not considered practical….” This is a helpful statement, but should be moved to somewhere after 
they explain the randomization process that was used (LGAs). 
 
We have moved the sentence to the section “Intervention allocation” on page 5.  

 

The paragraph now reads “Eligible LGAs were randomly allocated to one of the three trial arms, 

stratified by the number of births per year (large>2,500; medium 1000-2,500; small <1000) (Figure 1). 

Allocation to trial arms took place using opaque envelopes at a state-wide MCH forum.  Individual 

randomisation was not considered practical in the study context. Further detail is provided in the study 

protocol”. 
13

 

 
  
3. Study hypotheses should be moved to the end of the methods section.  
 
We have left the hypotheses located as they were as we believe it is clearer located earlier on in the 
Methods section. If necessary however, we would be happy to move it to the end of the methods. 
 
4. Please make it clear that the ‘usual length of stay’ referred to on pg. 5, line 50 refers to 
hospital stay after birth (if this is the case!).  

 
This does refer to hospital stay after birth and this has been clarified on page 5. It now reads “These 
included a hospital midwife visit/s one to two days after discharge, with the usual length of stay in 
hospital after the birth being 48 hours or less, and with a general focus on the wellbeing of mother and 
infant”. 
 
 
5. Pg. 11, line 6 onward: It is unclear to me why children under 13 weeks were excluded if there 
was a 3 month outcome and why over 22 weeks were excluded if there was a 6 month outcome – 
was this just to look at the primary four month outcome? If it was to ensure there was little over-
/under-reporting, why were more children over four months than under included in the analysis?  
 
This was a complex data set.  The three outcomes were from different data fields. They were 
analysed separately. Our primary analysis was undertaken using the four month outcome. The 
question asked by the MCHNs for the four month outcome was asked at the four month visit, so we 
knew the exact age of the infant at the time the question was asked. It was the question about ‘in that 
last 24 hours what milk was your infant receiving’. In this way we were able to be very accurate in 
terms of who we should leave in the data set to ensure as much accuracy as we could in terms of our 
primary outcome. With the other two outcomes, i.e. three and six months, these were simply the 
MCHN asking what type of feeding the infant was receiving “at three months” or “at six months”, so 
there was far less opportunity to refine this and to be accurate in our reporting. This was the main 
reason we chose the four month outcome as our primary outcome point, despite the fact that it would 
usually be six months if we wanted to compare with WHO guidelines. In terms of why there were more 
children over four months than under, this reflects when women attend their scheduled four month 
visit. 
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Results: 
6. Pg. 14, line 13: This paragraph describes the amount of women who received at least two 
visits (5%) and this is referred to again in the conclusion. As I read the methods, I still can’t find a 
statement that says clearly that that was the goal of the intervention – the methods focuses on the 
first post-discharge visit being key and describes nothing about how the need for a second visit was 
decided. Please make this clearer. It would be helpful to remind the reader about the targets for the 
number of intervention visits in this paragraph.  
 
We do make a statement about the aim for the intervention reach – that at least 30% of women who 
leave hospital breastfeeding receive an average of two visits. This is found in the section copied 
below, and in the manuscript is page 8, 2

nd
 paragraph. We have therefore not made any further 

change to this. 

“Determining eligibility for SILC-MCHN home visit 

It was planned that within each intervention LGA, SILC-MCHNs would conduct an average of two 
home-visits to approximately 30% of women who left hospital breastfeeding. This proportion was 
chosen pragmatically, both to identify those at risk of early cessation and/or experiencing problems 
leading to early cessation and to enhance sustainability (that is by visiting only those at highest risk of 
early cessation, to conserve resources) if the intervention proved effective.” 
 
Discussion: 
7. Thank you for the added information about the drop in centres. It is still not clear to me how 
women were informed about their availability. Can that be added?  
 
The following has been added to the final paragraph on page 7. Women were informed about drop-in 
centres in a range of ways. This included written information provided to women at the  hospital where 
they gave birth, distribution of fliers to new mothers by maternal and child health nurses, and 
displaying of posters in maternal and child health centres, medical clinics, kindergartens and childcare 
centres. There was also some advertising in local print media and some broadcasts on local radio. 
 
 
8. Did you do any analysis to see whether there was an increase in breastfeeding among the 
5% who appeared to get the intervention as planned? I think that that is an important point for this 
discussion – i.e. if the intervention is implemented successfully, can it be effective?  

 
We agree, this would be a good thing to do, i.e. a sensitivity analysis; however the data on which 
women received visits (and if so how many) was not linked to individual women’s data. We did 
attempt to get this to happen, and asked that SILC visit data be added to the MCHN routine database, 
but this was not enacted, thus we were unable to do such sensitivity analyses. This is the complexity 
that is part of undertaking cluster trials in the ‘real’ world, with a variety of IT interfaces and users. 
 
Reviewer  (Alice Sitch) 
 
Whilst the analysis carried out is appropriate, further justification of the sample size calculation is 
required in this paper (regarding LGAs and MCHs). 
 
The sample size calculations and justification are discussed much more comprehensively in the trial 
protocol paper. We would prefer that what we have in this paper stays as it is. If more detail is 
required, then we would need further detail from the reviewer as to exactly what more is needed. The 
justification and explanations comprise almost an entire page in the protocol paper. We are happy to 
include more in this paper if it is decided it is needed, but we are concerned that this would be a large 
addition, and a repeat of what is already published. 
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