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BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 
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ARTICLE DETAILS 

TITLE (PROVISIONAL) Effectiveness and cost-effectiveness of the Salut Programme – a 
universal health promotion intervention for parents and children: 
protocol of a register-based retrospective observational study 

AUTHORS Feldman, Inna; Eurenius, Eva; Häggström, Jenny; Sampaio, Filipa; 
Lindkvist, Marie; Pulkki-Brännström, Anni-Maria; Ivarsson, Anneli 

 

VERSION 1 - REVIEW 

REVIEWER Charli Eriksson 
School of Health Sciences,  
Örebro University,  
Sweden 

REVIEW RETURNED 11-Feb-2016 

 

GENERAL COMMENTS The article focuses on an important issue that has no been studied 
much.  
1. However, there other similar studies now in progress (such as 
BMC Public Health. 2015 May 13;15:488. doi: 10.1186/s12889-015-
1800-8 and others) and probably also already published studies. I 
think that a discussion in relation to the literature is appropriate for 
the present study. However, the authors may have decided to do 
that when the present the results of the study. In this design paper 
some comparison with the design of similar studies may be included.  
 
2. The study has an interesting application of register-based 
epidemiology using comparison over time X area. One problem is 
the mobility of people. Is this an important consideration in this part 
of Sweden? There is no power analysis in the manuscript. Is this 
necessary or not relevant and why? Figures are presented in Figure 
2, but are these enough for the longitudinal study?  
 
3. In the discussion of strengths and limitations on page 11, 
confounders are discussed. Which confounders can be taken into 
account in this study? Do you have a model for the effectiveness 
and cost-effectiveness study in this regard?  
 
4. Minor changes, of editorial character:  
page 11, line 52: Should be "confounders"  
reference no 15: The name of the authors are not presented in the 
right way.  
 
The authors are to be congratulated of having an unique opportunity 
to undertake a study of importance and relevance both from a 
scientific and public health policy perspective. 
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REVIEWER Mary Lou Chatterton 
Deakin University  
Health Economics Unit  
Australia 

REVIEW RETURNED 22-Feb-2016 

 

GENERAL COMMENTS This is a very interesting and well conceived evaluation. I look 
forward to seeing the results of the study once complete.  

 

REVIEWER Dr Eleri Owen-Jones 
Centre for Trials Research  
College of Biomedical & Life Sciences  
Cardiff University  
7th Floor Neuadd Meirionnydd  
Heath Park  
Cardiff  
CF14 4YS 

REVIEW RETURNED 14-Mar-2016 

 

GENERAL COMMENTS Item 6 - I would have liked a bit more detail about the outcomes as 
there do no seem to be a lot listed, but maybe this list is exhaustive?  
 
Re: item 7 and Statistics section - I am not a statistician so I am 
unable to comment on whether those analyses planned to be used 
are appropriate and described fully. I have answered that this paper 
may need specialist statistical review as it would be good to have a 
statistician to review this to make sure the methods described here 
will hold up well when the results paper is published.  
 
Items 9, 10 & 11 - I am unable to comment on whether the results 
address the research question or objective; whether they are 
resented clearly; or whether the discussion and conclusions justified 
by the results - as this is a protocol paper and as such, does no 
have results presented in it.  
 
Re: item 12 - although study limitations are discussed, more may 
become apparent during the course of this study, therefore these 
can be discussed in the main results paper.  
 
Re: item 13 - again this question is not relevant for a protocol paper, 
and should be addressed in the main results paper.  
 
Re: item 15 - there are a couple of minor typos/language issues - I'm 
assuming this will be picked up by your editors, but if not please get 
back to me and I'll can them to you.  
 
It may be helpful if it is mentioned how the health care setting in 
Sweden in different from the UK since this is not mentioned.  
 
It may also be helpful to describe in a little bit more detail what the 
Salut Programme is.  
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REVIEWER Lene Lindberg 
Department of Public Health Sciences  
Karolinska Institutet &  
Center for Epidemiology and Community Medicine  
Stockholm County Council  
Sweden 

REVIEW RETURNED 23-Mar-2016 

 

GENERAL COMMENTS 
This study protocol aims to describe the evaluation of a universal 

program delivered to parents and children in terms of effectiveness 

and cost-effectiveness measured pre-intervention (2002-2004) and 

post-intervention (2006-2008). An interesting aspect regarding the 

cost-effectiveness is the use of a cost-consequence analysis. 

The title gives the reader a clear picture of the content in the article, 

although not including that it is a case-control study. 

Abstract is structured according to the guidelines for the journal and 

reflect the content of the article. The study seems not to be 

registered as a trial as no details are given. 

Strengths and limitations on page 3 mention on lines 22 and 23 that 

an intention-to-treat (ITT) approach is applied and regarded as a 

limitation. It is difficult to understand what kind of approach that 

could be an alternative to ITT in this study and if so, the authors 

ought to discuss more about why they use ITT. 

Introduction is short and mix promotion with prevention although the 

intervention is universal it appears, according to what is very briefly 

mentioned in this paper together with given references, that the 

intervention may be more focused on changing unhealthy life style 

habits or prevention of overweight and hospital care. In practice it 

could be difficult to separate promotion versus prevention but in 

theory it is two different ways of intervention which could be further 

elucidated in the introduction. Also theory or earlier studies that 

supports that the chosen intervention could be effective for the 

described outcomes is lacking in the introduction. The hypothesis is 

that the intervention will lead to wide-ranging health gains, it would 

be interesting to know more exactly which these wide-ranging health 

gains are (operationalization’s?). 

Regarding the method and analysis, it lacks a full description of the 

interventions, as it is a study protocol it would help the reader to 

have a detailed description instead of going to other published 

papers. A description of the aim of the intervention would also be 

helpful. No sample size calculation is given with an estimate of the 

number of participants that will be needed for the statistical analyses 

or a reason to why it is excluded. Several other question marks are 

raised, which specific components of the intervention (motivational 

interviews, questionnaires, individual visits for fathers, counseling 

about dental care, less unhealthy food at open preschools) do the 

authors expect should have a bearing on the outcome in terms of 

inpatient and outpatient care? The intervention is delivered from 

2006 and onwards, or earlier (In Figure 1 it appears to be at 2005)? 
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The post-measures are collected 2006-2008 at the same time as 

exposure to the delivery? Is it possible to know how much parents 

and children are exposed to the intervention? If differences are 

found between families within the areas of intervention and areas 

without intervention, is it possible to conclude that differences/effects 

are related to the intervention?  

Ethical and safety considerations are very briefly mentioned, could 

the intervention be unethical for some groups of parents or children? 

Possible health gains for participants could be described. Plan for 

dissemination is also lacking. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1 
 
 The article focuses on an important issue that has no been studied much.  
1.However, there other similar studies now in progress (such as BMC Public Health. 2015 May 
13;15:488. doi: 10.1186/s12889-015-1800-8 and others) and probably also already published studies. 
I think that a discussion in relation to the literature is appropriate for the present study. However, the 
authors may have decided to do that when the present the results of the study. In this design paper 
some comparison with the design of similar studies may be included. 
 

We have added information about other similar studies in the introduction, page 4: 
 

“Notably, in a recent study – the Family Nurse Partnership study in England – home-visits were 
added to care as usual for teenage first-time mothers, and no short-term health benefits were 
found. However, the necessity for a long-term evaluation is emphasised.

12
” 

 
And in the discussion, page 11: 

 
“…, but efforts to address this need are in progress by the scientific community.

29
” 

2.The study has an interesting application of register-based epidemiology using comparison over time 
X area. One problem is the mobility of people. Is this an important consideration in this part of 
Sweden? There is no power analysis in the manuscript. Is this necessary or not relevant and why? 
Figures are presented in Figure 2, but are these enough for the longitudinal study?  
 

Regarding the mobility of mothers within the County of Västerbotten, we have included a 
sentence addressing the issue, page 9: 
 
“Here, the mobility of individuals, i.e. mothers moving from one type of area to another type of 
area, is not taken into account. However, during the study period the year-to-year mobility pattern 
in this part of Sweden is stable.

27
” 

 
We have also justified the lack of a power analysis in our study, page 7: 
 
“The number of births, in the Salut-area and the non-Salut-area, during the study period 
determined the sample sizes. No post hoc power calculation is done since the only available 
population parameter estimates (needed for such a calculation) are based on the sample at 
hand.

22 23
” 

 
3.In the discussion of strengths and limitations on page 11, confounders are discussed. Which 
confounders can be taken into account in this study? Do you have a model for the effectiveness and 
cost-effectiveness study in this regard?  
 

We noted our wording was not clear. We have rephrased a few paragraphs. See below: 
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Page 10 
 
“Matching will be done based on the following potential confounding variables, mother’s age and 
educational level.” 
 
Page 12 
 
“We plan to control for this in the analyses by using matching, thus accounting for potential 
confounders. However, we are aware of the risk for residual confounding.” 

 
4. Minor changes, of editorial character:  
page 11, line 52: Should be "confounders"  
reference no 15: The name of the authors are not presented in the right way. 
 

We have made the editorial changes. 
 
The authors are to be congratulated of having a unique opportunity to undertake a study of 
importance and relevance both from a scientific and public health policy perspective. 
 
 
Reviewer: 2 
 
This is a very interesting and well-conceived evaluation. I look forward to seeing the results of the 
study once complete. 
 
 
Reviewer: 3 
 
Item 6 - I would have liked a bit more detail about the outcomes as there do no seem to be a lot listed, 
but maybe this list is exhaustive? 
 

The list is exhaustive and includes all outcomes we have data on. 
 
Re: item 7 and Statistics section - I am not a statistician so I am unable to comment on whether those 
analyses planned to be used are appropriate and described fully. I have answered that this paper may 
need specialist statistical review as it would be good to have a statistician to review this to make sure 
the methods described here will hold up well when the results paper is published. 
 

Jenny Häggström and Marie Lindkvist, co-authors in this study, are both qualified statisticians, 
and have been closely involved in the planning of the analyses in the study. 

 
Items 9, 10 & 11 - I am unable to comment on whether the results address the research question or 
objective; whether they are resented clearly; or whether the discussion and conclusions justified by 
the results - as this is a protocol paper and as such, does no have results presented in it.  
 

We note the comment and that no response is requested. 
 
Re: item 12 - although study limitations are discussed, more may become apparent during the course 
of this study, therefore these can be discussed in the main results paper. 
 

We note the comment and that no response is requested. 
 
 
 
 
Re: item 13 - again this question is not relevant for a protocol paper, and should be addressed in the 
main results paper.  
 

We note the comment and that no response is requested. 
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Re: item 15 - there are a couple of minor typos/language issues - I'm assuming this will be picked up 
by your editors, but if not please get back to me and I'll can them to you. 
 

We will do an appropriate language editing before resubmission.  
 
It may be helpful if it is mentioned how the health care setting in Sweden in different from the UK 
since this is not mentioned.  
 

We have tried to describe the health care setting in Sweden as clearly as possible, but due to 
space limitations, we are not able to draw comparisons to other settings.  
 

It may also be helpful to describe in a little bit more detail what the Salut Programme is. 
 

We have described the Salut Programme in more detail. See below: 
 

Page 4-5 
 
“The aims are to initiate and strengthen universal health promotion and preventive 
interventions, to improve lifestyle and health, and prevent disease, among expectant parents 
and their children. The main focus areas are: to promote healthy eating habits, physical activity, 
and psychosocial wellbeing, and to prevent obesity, caries and socio-emotional problems. In 
other words, the Programme combines universal health promotion and prevention interventions 
in order to improve health and wellbeing, as well as to avoid ill health and disease in the 
population.

16
 To achieve this, the Salut Programme encompasses a comprehensive package of 

interventions using a family-centred approach delivered through ordinary public services, as 
described in detail elsewhere

5 17 18
 and briefly below.” 

 
Page 6 
 
“The Salut Programme interventions in Västerbotten County are integrated within care as 
usual and are tailored for each profession and age-adapted for the child, as described above 
and in detail elsewhere.

5 17-19
 All involved staff have taken part in several educational seminars, 

manuals have been developed to guide everyday practice, and age-specific questionnaires 
were developed as a basis for health counselling. A few examples of newly introduced 
interventions are given below. Before the first antenatal check-up, both the pregnant woman 
and her partner respond individually to a questionnaire on health and lifestyle, which guides the 
midwife’s counselling and provides data for population health surveillance.

17
 Within child health 

care, fathers are encouraged to come for an individual visit when the child is about 10 months 
old, giving an opportunity to strengthen their role as fathers. Expectant parents are invited to 
health counselling during pregnancy at the dental care, and when the child is 12-18 months of 
age a dental health screening is performed within child health care.

17
 Evaluations of the 

programme have reported improvements with respect to the staff’s capacity to use a 
motivational interviewing approach, and that collaboration between different sectors has 
increased.

17 18
 Moreover, the programme has contributed to a significant reduction in the 

serving of unhealthy food within open preschools.
18

” 

Reviewer: 4 
This study protocol aims to describe the evaluation of a universal program delivered to parents and 
children in terms of effectiveness and cost-effectiveness measured pre intervention (2002-2004) and 
post-intervention (2006-2008). An interesting aspect regarding the cost-effectiveness is the use of a 
cost-consequence analysis. 
 
The title gives the reader a clear picture of the content in the article, although not including that it is a 
case-control study. 
 

Our study is not a case-control study, because we do not compare mothers/children who have 
a disease or outcome of interest (cases) with mothers/children who do not have the disease or 
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outcome (controls). We have selected our study participants based on geographical area, 
where the intervention was implemented vs not implemented. 

 
Abstract is structured according to the guidelines for the journal and reflect the content of the article. 
The study seems not to be registered as a trial as no details are given. 
 

No trial registration is necessary as our study is a register-based retrospective observational 
study. 

 
Strengths and limitations on page 3 mention on lines 22 and 23 that an intention-to-treat (ITT) 
approach is applied and regarded as a limitation. It is difficult to understand what kind of approach 
that could be an alternative to ITT in this study and if so, the authors ought to discuss more about why 
they use ITT. 
 

The reviewer is correct, an ITT approach is the only possible approach to the analyses. We 
have addressed this issue in the “Strengths and limitations” section, page 3: 
 
“Data on individual exposure to the Salut Programme is not available. An intention-to-treat 
approach is therefore used in the analysis, which implies a risk of underestimating the 
intervention effect.” 
 
and in the discussion, page 12: 

 
“A limitation of the study is that data on individual exposure to the Salut Programme is not 
available. Therefore, an intention-to-treat approach will be used in the analysis,

18
 which implies 

a risk of underestimating the intervention effect.” 
 
Introduction is short and mix promotion with prevention although the intervention is universal it 
appears, according to what is very briefly mentioned in this paper together with given references, that 
the intervention may be more focused on changing unhealthy life style habits or prevention of 
overweight and hospital care. In practice it could be difficult to separate promotion versus prevention 
but in theory it is two different ways of intervention, which could be further elucidated in the 
introduction. Also theory or earlier studies that supports that the chosen intervention could be effective 
for the described outcomes is lacking in the introduction. The hypothesis is that the intervention will 
lead to wide-ranging health gains, it would be interesting to know more exactly which these wide-
ranging health gains are (operationalization’s?). Regarding the method and analysis, it lacks a full 
description of the interventions, as it is a study protocol it would help the reader to have a detailed 
description instead of going to other published papers. A description of the aim of the intervention 
would also be helpful.  
 

We have described the Salut Programme in more detail, and specified the aims. In addition, we 
have addressed the difference between promotion and prevention, and related it to the aims of 
the intervention. See below: 

 
Page 4-5 
 
“The aims are to initiate and strengthen universal health promotion and preventive 
interventions, to improve lifestyle and health, and prevent disease, among expectant parents 
and their children. The main focus areas are: to promote healthy eating habits, physical activity, 
and psychosocial wellbeing, and to prevent obesity, caries and socio-emotional problems. In 
other words, the Programme combines universal health promotion and prevention interventions 
in order to improve health and wellbeing, as well as to avoid ill health and disease in the 
population.

16
 To achieve this, the Salut Programme encompasses a comprehensive package of 

interventions using a family-centred approach delivered through ordinary public services, as 
described in detail elsewhere

5 17 18
 and briefly below.” 

 
Page 6 
 
“The Salut Programme interventions in Västerbotten County are integrated within care as 
usual and are tailored for each profession and age-adapted for the child, as described above 
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and in detail elsewhere.
5 17-19

 All involved staff have taken part in several educational seminars, 
manuals have been developed to guide everyday practice, and age-specific questionnaires 
were developed as a basis for health counselling. A few examples of newly introduced 
interventions are given below. Before the first antenatal check-up, both the pregnant woman 
and her partner respond individually to a questionnaire on health and lifestyle, which guides the 
midwife’s counselling and provides data for population health surveillance.

17
 Within child health 

care, fathers are encouraged to come for an individual visit when the child is about 10 months 
old, giving an opportunity to strengthen their role as fathers. Expectant parents are invited to 
health counselling during pregnancy at the dental care, and when the child is 12-18 months of 
age a dental health screening is performed within child health care.

17
 Evaluations of the 

programme have reported improvements with respect to the staff’s capacity to use a 
motivational interviewing approach, and that collaboration between different sectors has 
increased.

17 18
 Moreover, the programme has contributed to a significant reduction in the 

serving of unhealthy food within open preschools.
18

” 

 
We have also clarified the importance of early intervention in page 4: 
 
“Recognising a life course approach to health, i.e. that events during foetal life and childhood 
influence health later in life, implies that future adult health is also threatened.

9
 Importantly, a 

well-functioning parent-child relationship reduces the risk of numerous health problems later in 
life.

10
 It is also well known that lifestyle dependent health problems are preventable, and 

interventions early in the life course are likely have the largest impact. Therefore, cost-effective 
health promotion and preventive interventions during pregnancy and early childhood are called 
for, but until now the research community has failed to provide credible evidence in favour of 
such investments.

11
 Notably, in a recent study – the Family Nurse Partnership study in England 

– home-visits were added to care as usual for teenage first-time mothers, and no short-term 
health benefits were found. However, the necessity for a long-term evaluation is emphasised.

12
” 

 
No sample size calculation is given with an estimate of the number of participants that will be needed 
for the statistical analyses or a reason to why it is excluded.  
 

We have justified the lack of a power analysis in our study, page 7: 
 
“The number of births, in the Salut-area and the non-Salut-area, during the study period 
determined the sample sizes. No post hoc power calculation is done since the only available 
population parameter estimates (needed for such a calculation) are based on the sample at 
hand.

22 23
” 

 
Several other question marks are raised, which specific components of the intervention (motivational 
interviews, questionnaires, individual visits for fathers, counselling about dental care, less unhealthy 
food at open preschools) do the authors expect should have a bearing on the outcome in terms of 
inpatient and outpatient care?  
 

We have addressed this issue in the introduction, page 5: 
 

“We hypothesize that mothers and their children exposed to the Salut Programme, in addition 
to care as usual, will have wide-ranging health gains, such as improved health and lifestyle, at 
a reasonable cost, which may result in less need for health care. This study protocol describes 
how we aim to investigate the effectiveness and cost-effectiveness of the programme 
compared to care as usual, over the periods of pregnancy, delivery and the child’s first three 
years of life. We cannot differentiate the effects of different components of the Salut 
Programme, as this is a package of interventions delivered through ordinary care.” 

 
The intervention is delivered from 2006 and onwards, or earlier (In Figure 1 it appears to be at 2005)? 
The post-measures are collected 2006-2008 at the same time as exposure to the delivery? Is it 
possible to know how much parents and children are exposed to the intervention? If differences are 
found between families within the areas of intervention and areas without intervention, is it possible to 
conclude that differences/effects are related to the intervention? 
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First, the intervention was delivered from 2006 and onwards. This was updated in Figure 1. 
Second, indeed post-measures were collected at the same time of intervention exposure, 
however, when conducting the study we look at this data retrospectively. Third, we do not have 
data on how much parents/children were exposed to the intervention. Therefore we used an 
ITT approach in our analyses. Fourth, in the analyses we will use a difference-in-difference 
technique with matching under the assumption that the outcome follows parallel trends in the 
Salut-areas and the non-Salut-areas, for time-invariant unobservable differences between the 
intervention group and the non-intervention group. By parallel trends we mean that, without the 
implementation of the Salut Programme, the average change in the outcome between the pre-
measure period and post-measure period would have been the same, in both the Salut-area 
and the non-Salut-area. The choice of matching variables will be governed by subject-matter 
knowledge on potential confounders, i.e. factors that might influence the decision to live or not 
in a Salut-area, which might affect health outcomes. Mother's age and educational level at the 
time of child's birth will be included as matching variables. Please see page 9 in the manuscript, 
for further information. 

 
Ethical and safety considerations are very briefly mentioned, could the intervention be 
unethical for some groups of parents or children? Possible health gains for participants could be 
described. Plan for dissemination is also lacking. 
 

We have completed this section, page 13: 
 
“The Salut Programme is not expected to cause any harm to either children or parents.” 

 
 

VERSION 2 – REVIEW 

REVIEWER Charli Eriksson 
Orebro University, Sweden 

REVIEW RETURNED 21-Apr-2016 

 

GENERAL COMMENTS The revised version of the paper is now much better. The comments 
and suggestions for changes have been dealt with properly and 
scholarly. I am looking forward to the coming papers from this 
important study both scientifically and with regard to policy 
implications. 

 

REVIEWER Lene Lindberg 
Department of Public Health Sciences, Karolinska Institutet, Sweden 
 
Applying for same research funding's 

REVIEW RETURNED 29-Apr-2016 

 

GENERAL COMMENTS The authors have considered most of the comments from the 
reviewers clearly. Anyhow, I have still an issue that I may have been 
too unclear about in the first review so I will try to elaborate it. Page 
4, line 52-55 describes that the main focus of the intervention are 
promotion of healthy eating, physical activity and wellbeing as well 
as prevention of obesity, caries and socio-emotional problems. Page 
7-8 lines 45- and Table 1 presents the outcome measures such as 
pregnancy length, AGPAR scores, hospital care and use of 
temporary parental benefits for care of sick children. For the reader it 
would be very helpful to have any theory or earlier research 
demonstrating that the mentioned examples of intervention could 
result in the described outcomes. Why do the authors not use 
available data about for example breast feeding, weight and height 
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and caries from the Child Health Centers? Using the described 
available register with the intended outcome data gives rather an 
impression of “fishing” and difficult to understand how the 
intervention SALUT could have an effect on the included outcomes 
in the study.  
I find it difficult to understand how the authors can answer on the 
first and third research questions described on page 5 without 
having any control of which components of the SALUT programme 
that are delivered to the parents and children, how the components 
are delivered (fidelity to the intervention method by the nurses) and 
to what extent the parents and children are exposed to the 
intervention. I’m sorry to be so negative about the paper because I 
think such work is much-needed and the authors have been 
ambitious. I believe, however, that it needs major 
reconceptualization. 

 

VERSION 2 – AUTHOR RESPONSE 

Reply to reviewer´s comments  

 

We would like to thank the reviewer for the meaningful comments. We have made the appropriate 

changes in the paper, according to the suggestions and comments. All changes are presented under 

each comment.  

 

 

Lene Lindberg  

 

The authors have considered most of the comments from the reviewers clearly. Anyhow, I have still 

an issue that I may have been too unclear about in the first review so I will try to elaborate it. Page 4, 

line 52-55 describes that the main focus of the intervention are promotion of healthy eating, physical 

activity and wellbeing as well as prevention of obesity, caries and socio-emotional problems.  

 

To further validate the chosen outcome variables we have now added the sub-aims of the Programme 

on page 5:  

“The Programme aims to support and strengthen initiated and ongoing health promotion interventions, 

and universal preventive interventions to improve health and lifestyle among expectant parents and 

children. One of the sub-aims of the Programme are that expectant mothers and new-borns are not 

affected by lifestyle complications during pregnancy and delivery, and that expectant mothers have a 

normal weight gain during pregnancy.”  

 

You will find a document with the sub-aims in Swedish on the Salut Programme’s home page 

www.vll.se/salut: 

http://www.vll.se/Sve/Centralt/Standardsidor/V%C3%A5rdOchH%C3%A4lsa/H%C3%A4lsaOchLivsstil

/Nedladdningsboxar/Filer/2015-06-11%20Delm%C3%A5l%20Modul%20I.pdf  

 

Page 7-8 lines 45- and Table 1 presents the outcome measures such as pregnancy length, AGPAR 

scores, hospital care and use of temporary parental benefits for care of sick children. For the reader it 

would be very helpful to have any theory or earlier research demonstrating that the mentioned 

examples of intervention could result in the described outcomes.  

 

On page 4, in the Introduction section we have now further described that a life course perspective 

applied on health and illness is essential, starting with the pregnant woman and the conditions 

presented to the foetus/child in early life.  
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“Being overweight or obese is strongly associated with adverse maternal outcomes, e.g. hypertensive 

disorders, gestational diabetes mellitus, premature delivery, instrumental delivery, and caesarean 

section [7, 8]. Mothers with overweight or obesity have greater risk for adverse foetal/child outcomes 

such as malformations, spontaneous abortion, small-for-gestational age, large-for-gestational age, 

intrauterine foetal death, foetal distress, and perinatal mortality and morbidity [7].”  

 

The theory of “foetal programming” is pronounced and is demonstrating that the intervention could 

result in the outcomes used in this study.  

 

“The so-called “foetal programming” is explained by stimulus or damages at a critical, sensitive period 

of early life and has permanent effects on structure, physiology and metabolism and underlying 

adverse disease consequences in later life.”  

 

As we have mentioned in the Introduction, The Salut Programme aimed to improve maternity care. 

The outcome measures used in the study were based on the analyses of most frequently measured 

events in assessing the performance of maternity care by Escuriet et al, 2015 (Escuriet R, White J, 

Beeckman K, et al. Assessing the performance of maternity care in Europe: a critical exploration of 

tools and indicators. BMC Health Services Research 2015;15:491).  

 

Why do the authors not use available data about for example breastfeeding, weight and height and 

caries from the Child Health Centers?  

 

We agree with the reviewer that data on breastfeeding, child weight and height and caries would be 

relevant indicators of child health in evaluating a health promoting intervention during the early years. 

However, the Child Health Centres were using paper health records at this time, and such data is not 

part of the national registers available through the Umeå SIMSAM Lab. Using data from Child Health 

Centres as suggested by the reviewer would require the following: 1) a separate process of obtaining 

informed consent from all families individually afterwards, and 2) manual entry from paper health 

records. Furthermore, others have documented concerns regarding the reliability of paper health 

records as a data source (Stausberg J, Koch D, Ingenerf J, Betzler M. Comparing Paper-based with 

Electronic Patient Records: Lessons Learned during a Study on Diagnosis and Procedure Codes. 

Journal of the American Medical Informatics Association : JAMIA. 2003;10(5):470-477. 

doi:10.1197/jamia.M1290.). Therefore, we do not consider that the substantial costs involved in 

collecting such additional data would outweigh the potential benefits compared to using high quality 

comprehensive register data as we have proposed in this study.  

 

As part of routine practice, primary care physicians periodically report on breastfeeding and other 

indicators to central health authorities. However, these reports are on a group level and not on an 

individual level, so could not be used in this study. Furthermore, such reports are not readily available.  

 

The outcome measures used in the study were recommended as most frequently measured events in 

assessing the performance of maternity care by Escuriet et al, 2015 (Escuriet R, White J, Beeckman 

K, et al. Assessing the performance of maternity care in Europe: a critical exploration of tools and 

indicators. BMC Health Services Research 2015;15:491).  

 

We have developed the section on “Outcome measures” on page 8:  

 

“The children in the intervention group were exposed to the Salut Programme interventions during 

pregnancy and up to 18 months of age that had the following specific objectives: no lifestyle-related 

pregnancy and childbirth complications; mothers have normal weight gain during pregnancy; children 

have normal weight at age 18 months; and mothers reach pre-pregnancy weight by 18 months after 

childbirth. We have identified in the literature the most relevant indicators of the health of the child and 
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the mother during the period around birth30 and until the child reaches two years of age that are 

available through the Umeå SIMSAM Lab.31”  

 

 

Using the described available register with the intended outcome data gives rather an impression of 

“fishing” and difficult to understand how the intervention SALUT could have an effect on the included 

outcomes in the study. I find it difficult to understand how the authors can answer on the first and third 

research questions described on page 5 without having any control of which components of the 

SALUT programme that are delivered to the parents and children, how the components are delivered 

(fidelity to the intervention method by the nurses) and to what extent the parents and children are 

exposed to the intervention.  

 

The Salut Programme is a real-world intervention integrated into routine practice and delivered by 

Västerbotten County Council. While the designers of the programme anticipated future research 

needs, the Salut Programme is not a research experiment. Therefore, we as researchers are not in a 

position to keep control over how the intervention is (or has been) delivered, nor indeed to what extent 

parents are exposed to the different components. Furthermore, as we note in the Introduction: “We 

cannot differentiate the effects of different components of the Salut Programme, as this is a package 

of interventions…”  

 

We have also developed the description of the Salut Programme on page 6:  

 

“Professionals were actively involved in intervention development and small-scale testing during the 

first year. Then the intervention package was decided upon, and another series of learning seminars 

was provided during the implementation period to help the participants improve their skills, adjust their 

interventions, and evaluate the feasibility of the Programme.22 Previously published evaluations of 

the Programme have reported that practitioners significantly increased their use of a motivational 

interviewing approach, and collaboration between different sectors increased among other 

interventions22 23.”  

 

We have expanded the Discussion section on page 13-14 to highlight the non-experimental nature of 

the Salut Programme, describing it as a complex real-world intervention implemented in the 

Västerbotten County Council. We acknowledge the role that Randomized Controlled Trials have in 

providing evidence in public health, however we argue that observational studies can fill in the gaps 

lefts by trials, and that researchers have a duty to evaluate ongoing interventions especially when 

high-quality comprehensive data, such as that provided by Umeå SIMSAM Lab, is available.  

 

“We believe that where such data is available, researchers have a duty to use it. In addition, the rich 

data allows for the use of statistical techniques that do not require strong assumptions regarding the 

data generating mechanisms. However, there are some methodological challenges that need to be 

addressed. A limitation of the study is that data on individual exposure to the Salut Programme is not 

available. Therefore, an intention-to-treat approach will be used in the analysis,26 which implies a risk 

of underestimating the intervention effect. The main reason is that the Salut Programme is not a 

research study but an ongoing intervention implemented by Västerbotten County Council. Although 

future research was anticipated at the time (2005-6), reflected in the step-wise implementation design, 

data on individual exposure to different elements of the Programme has not been collected, as might 

be expected of a research study. In addition, as is typical of universal and complex public health 

interventions, it is difficult (or even impossible) to secure full delivery of the intervention on an 

individual level. Providers make choices regarding how they integrate the Programme into routine 

practice, and parents make choices regarding their use of services such as whether or not to attend 

open pre-schools. While this is a limitation compared to clinical trials, integration of the Programme 

into routine practice has enabled the sustainability of the Programme beyond the current study 
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period.22 23”  

 

 

We have also revised our discussion of previous evaluations of Salut in the Introduction section to 

clarify what is already known about the extent to which the Salut intervention changed practice during 

this time.  

 

We have also added a reference to a previously published study looking at the fidelity of the Salut 

Programme on page 6.  

 

“Professionals were actively involved in intervention development and small-scale testing during the 

first year. Then the intervention package was decided upon, and another series of learning seminars 

was provided during the implementation period to help the participants improve their skills, adjust their 

interventions, and evaluate the feasibility of the programme.22  

 

 

I’m sorry to be so negative about the paper because I think such work is much-needed and the 

authors have been ambitious. I believe, however, that it needs major reconceptualization.  

 

 

 

We hope you will agree that, with the above changes, we have now appropriately responded to the 

reviewer’s concerns regarding the design of this study. 

 

VERSION 3 – REVIEW 

REVIEWER Charli Eriksson 
School of Health Sciences  
Örebro University 

REVIEW RETURNED 02-Jul-2016 

 

GENERAL COMMENTS An important study using the high quality register epidemiology 
infrastructure. Looking forward reading the results when this design 
paper is put into practice.  

 

REVIEWER Lene Lindberg 
Karolinska Institutet, Sweden 

REVIEW RETURNED 01-Jul-2016 

 

GENERAL COMMENTS Well done, I believe that the rationale now is obvious for the reader 
and by adding the specific objectives make the outcomes of the 
study relevant. 
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