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VERSION 1 - REVIEW 

REVIEWER Dr Jocelyn Toohill 
Research Fellow, Griffith University, Australia 

REVIEW RETURNED 19-Jan-2016 

 

GENERAL COMMENTS Thank you for the opportunity to review this paper. 

The paper reports on a randomised controlled trial comparing an 

intervention where small groups of women receive antenatal and 

parent education versus the ‘standard’ large group education 

provided in an auditorium. A manual had been developed for 

delivery of content to the small group education intervention arm. 

The study has been reported in the clinical trials register, the 

protocol published and appropriate ethics gained for conduct of the 

study. 

There are areas in the paper that I feel would benefit from some 

minor amendments for greater clarity of the paper.  

Please advise/ amend the following points please: 

Area Within Document Comment 

Abstract, page 2 Line 
11, Heading Design 

Perhaps this could read: RCT using 
random generated web based 1:1 
allocation. I cannot see any point for 
including the word “individually”.  
 

Introduction, Page 4, 
Line13-14, Line 21 etc  

At this point and several times within the 
document the word ‘delivery’ is used. 
Contemporary language refers to 
women’s ‘birth’. Recommend changing 
to more appropriate woman centred 
language here and throughout the paper 
with similar non woman centred 
language – for example where talking 
about instrumental delivery – operative 
birth. Please also where you have 
referred to women as ‘patients’ in the 

 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-2015-010761 on 10 June 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/site/about/resources/checklist.pdf
http://bmjopen.bmj.com/


document – refer to them as women or 
participants. 

Methods, Page 5, Line 
50 

It is indicated there was a change to 
recruit multiparous women due to slow 
recruitment, however there is no 
indication that primiparous women were 
the focus of the study in either the trial 
register or protocol document, can you 
advise the reason for not specifying your 
study population clearly at the outset if 
primiparous women were initially the 
focus.  

Intervention group, 
Page 6, Line 44 

Insert appropriate reference 

Intervention group, 
Page 7, Line 32 

It is stated the midwives providing the 
intervention were of varying professional 
experience – it is not stated in the paper 
how the delivery of the intervention 
program (apart from midwives being 
provided with the teaching manual), of 
how this was quality monitored 
throughout the antenatal program. Can 
you report the quality monitoring of the 
midwives delivery within this paper, or if 
no quality assurance was undertaken to 
show the program was consistently 
delivered as intended, please list this as 
a limitation. 

Outcomes, page 9, 
Line 11 

Can you indicate the score used in this 
study against the EPDS for depression. 

Statistical analysis, 
page 9 Line 38 & 
Page 10 

Could you identify both your ITT analysis 
and your ‘as per protocol’ analysis under 
separate sub-headings for clarity. For 
example a heading stating Primary 
analysis and Planned Secondary 
analysis. 

Statistical analysis, 
page 9, Line 40 

The lead in sentence to this paragraph  
is confusing. Is it simply that the first 
sentence requires ‘and’ to be placed 
between planned and analysed?? 

Statistical analysis, 
page 10, Line 4 
onwards 

It is implied there was missing data??? It 
is difficult to know this from what is 
presented in Table 2 and also from 
CONSORT diagram showing low 
attrition.   

Results, Page 12, 
Line 28 - 39 

Please insert the numbers associated 
with percentages. 

Results, Table 2 , 
Page 13 

Please report numbers alongside 
percentages 

Strengths, Page 17, 
Line2 

I am not sure of the point for using the 
word “individually randomised” – 
individually  should be removed 

CONSORT checklist 
4C 
 
16 

 
Please identify the quality control/s used 
to demonstrate that the intervention was 
applied as planned,  or list as a limitation 
(refer to the above comment on this 
point). 
Include numbers alongside percentages 
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REVIEWER Professor Mary Nolan 
Institute of Health and Society  
University of Worcester  
UK 

REVIEW RETURNED 23-Jan-2016 

 

GENERAL COMMENTS While this is a well-written paper, conforming to CONSORT 
requirements, there is a fundamental flaw in the thinking 
underpinning the study which, in my opinion, invalidates its findings.  
The authors wish to address the question of whether antenatal 
education in small classes has an effect on women’s uptake of 
epidural analgesia during labour when compared with that of women 
accessing antenatal education via lectures delivered to large groups.  
In the section describing the NEWBORN trial, the authors outline the 
four sessions provided to the intervention group. The sessions 
reflect a contemporary transition-to-parenthood curriculum, arising 
out of studies of what mothers and fathers-to-be find helpful. It is 
described as a relationships-based programme, again in keeping 
with many other well-designed and well-evaluated parent education 
programmes.  
The authors describe the aims of the antenatal classes as 
‘strengthening relationships and improving information and problem 
solving skills for expectant parents in order to ease birth and the 
transition to parenthood’. There is no mention that the classes aimed 
to promote normal birth and the use of women’s own coping 
strategies for managing pain. No theory of change is presented 
describing how antenatal education might influence women’s 
decisions about epidural use. There is no logic model theorising 
about how the content of, and the teaching and learning approaches 
used in the antenatal classes might lead to a reduction in epidural 
use. In fact, only one of the four sessions covered pain relief in 
labour and this topic formed only a small part of that session 
(session 2); the session included five topics in total covered during 
2.5 hours, suggesting that just half an hour was spent on ‘pain relief 
and coping strategies’.  
The authors state that the classes aimed to enhance women’s 
‘awareness of (their) own resources (and) problem-solving 
strategies’. It may well be that the classes did strengthen women’s 
self-efficacy for labour and birth, but that this enhanced self-efficacy 
was manifest in terms of women feeling able to make their own 
decisions about the kind of pain relief they wanted to use in labour. 
The fact that as many women chose to have an epidural in the 
intervention group as in the control group does not thereby make a 
statement about the ineffectiveness of small-group antenatal classes 
unless it was the aim of those classes to reduce epidural use. If the 
aim was to build women’s confidence to achieve a labour with which 
they felt satisfied and which enabled them to embark on motherhood 
in a positive frame of mind, they may have been very successful 
even for the women who chose an epidural. The synopsis of class 
two which was devoted to labour and birth states that the women 
were invited ‘to consider their individual resources and action 
competencies in relation to increasing the likelihood of obtaining 
their wishes’. However, no evidence is presented in the paper that it 
was any woman’s wish, or all of the women’s wish, not to have an 
epidural in labour.  
The language used in the authors’ paper suggests that the delivery 
of the antenatal classes was authoritarian with the midwife acting as 
the gatekeeper to social intercourse and the ‘owner’ of necessary 
information, as indicated in the following examples:  
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‘the parents were introduced to one another’ (why did the parents 
not introduce themselves to each other?)  
‘a short film was shown teaching the parents about good 
communication skills’  
‘the midwife informed the parents’  
‘the midwife then talked about how expectations, support and the 
advice received from family and friends may affect breastfeeding 
intention…’  
The authors describe how session two included ‘information on pain 
relief and obstetric interventions’. Giving people information is not 
sufficient to change their behaviour. Nor is there any mention of 
kinetic approaches to building women’s confidence to work with their 
bodies to manage intense labour pain, despite research showing 
that the most effective form of preparation for non-interfered with 
labour is through repeated practice of positions for labour, positive 
thinking and breathing awareness.  
I cannot accept the findings of the study that antenatal education in 
small groups does not impact on women’s use of epidural analgesia 
in labour without knowing what the aim, intended outcomes and 
logic model of the classes were. There are interesting questions that 
still need answering regarding the impact of antenatal education 
delivered in small groups as opposed to very large ones where the 
approach to teaching and learning is non-interactive and comprises 
solely information giving (as opposed to information sharing). It 
seems likely that the impact of belonging to a small group is not on 
women’s choices around pain relief in labour, but in terms of their 
building a support network which enables better mental health (and 
therefore more positive mothering) after the birth of the babies. 

 

REVIEWER Sutter-Dallay 
Charles Perrens Hospital and Bordeaux Population Health Research 
Center INSERM 1219-Pharmaco-epidemiology team  
Bordeaux University  
Bordeaux France 

REVIEW RETURNED 27-Jan-2016 

 

GENERAL COMMENTS This is an excellent paper. These data must be made accessible to 
professionals of the perinatal period, because the effects of 
antenatal education are currently not known, while practices are very 
widespread and very different according to places and professionals.  
Just three comments:  
- It is not clear what authors define as a "vulnerability" ?  
- Which EPDS threshold was used to define the existence of 
depressive symptoms (do not use the term "depression" as it is a 
screening tool and not a diagnostic tool), and provide validation 
studies for the use during pregnancy  
- Informations on the population of women who have not been 
included are missing 

 

REVIEWER Maria Amelia Miquelutti 
University of Campinas, Brazil 

REVIEW RETURNED 26-Feb-2016 

 

GENERAL COMMENTS The manuscript addresses a relevant issue that needs to be 
developed as part of public health. However, I have some comments 
that I believe it would be useful to enhance its presentation.  
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I suggest shortening the title for something like "Comparison of two 
types of antenatal education classes on use of pain relief during 
labour and of obstetric interventions: randomised NEWBORN trial".  
 
Page 3, line 18: the word "evenly" is duplicated.  
 
What were the exclusion criteria? Please describe in "Participants".  
 
What do you mean by vulnerability? It is an important information to 
understand the data analysis. Please explain this variable in 
"Participants".  
 
Page 6, line 44: please check the information in brackets.  
 
Page 7, lines 39 - 41: what are these types of education? Please 
explain better.  
 
Page 7, line 51: please check and correct the number of people of 
the auditorium. In the abstract the number is 100.  
 
Please explain better the differences between the intervention and 
control group. Is there some difference in the content of education 
lectures of the control group?  
 
Please explain in Methods the Edinburgh and Perceived Stress 
scales.  
 
Results: do you know the reasons for the refuse in participation? In 
general, are the adhesion to the antenatal lectures low?  
 
Table 1: what Edinburgh and Perceived Stress data means? It would 
be better if the results were categorized into scores.  
 
Page 14, lines 8-11: the sentence sounds strange. Please rewrite in 
another way.  
 
Additional analyses: are the groups comparable? There is a 
difference about 20% of participants between the groups.  
 
Table 3: the numbers 673 and 532 do not match with the information 
in the page 12, lines 18-22. Please check this information and make 
the corrections.  
 
Discussion: despite the fact that the satisfaction with classes 
assessment was not performed, was observed a higher adhesion in 
intervention group. So, this result should be highlighted in the 
discussion.  
 
Discussion: I believe that the posterior inclusion of multiparous 
women should be shown as a limitation of the study.  
 
Table S1: how many women were assumed in best and worst-case 
scenario? Please show in the table.  
 
Table S2: this table is confuse. What "no program" means? And 
about the others variables? I can not comprehend the "n" in this 
table.  
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VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

Thank you for the opportunity to review this paper. The paper reports on a randomised controlled trial 

comparing an intervention where small groups of women receive antenatal and parent education 

versus the ‘standard’ large group education provided in an auditorium. A manual had been developed 

for delivery of content to the small group education intervention arm. The study has been reported in 

the clinical trials register, the protocol published and appropriate ethics gained for conduct of the 

study.  

There are areas in the paper that I feel would benefit from some minor amendments for greater clarity 

of the paper.  

Please advise/ amend the following points please:  

Abstract, page 2 Line 11, Heading Design. Perhaps this could read: RCT using random generated 

web based 1:1 allocation. I cannot see any point for including the word “individually”.  

Reply: Thank you for your suggestion. We have changed the wording accordingly.  

Introduction, Page 4, Line13-14, Line 21 etc. At this point and several times within the document the 

word ‘delivery’ is used. Contemporary language refers to women’s ‘birth’. Recommend changing to 

more appropriate woman centred language here and throughout the paper with similar non woman 

centred language – for example where talking about instrumental delivery – operative birth. Please 

also where you have referred to women as ‘patients’ in the document – refer to them as women or 

participants.  

Reply: Thank you for these suggestions regarding the language. We agree with your viewpoint and 

have followed your suggestions and changed delivery to birth and patients to participants throughout 

the manuscript.  

Methods, Page 5, Line 50 It is indicated there was a change to recruit multiparous women due to slow 

recruitment, however there is no indication that primiparous women were the focus of the study in 

either the trial register or protocol document, can you advise the reason for not specifying your study 

population clearly at the outset if primiparous women were initially the focus.  

Reply: Thank you for pointing to this. In our initial registration at clinicaltrials.gov we had the following 

description of participants: “2350 nulliparous women, ≥ 18 years old, recruited before 20+0 weeks 

gestation, due to give birth at Hvidovre Hospital. Being legally able and willing to provide signed 

consent, having a singleton pregnancy, and being fluent in Danish”. This was changed to: “2350 

pregnant women, ≥18 years old, recruited before 20+0 weeks gestation, due to give birth at Hvidovre 

Hospital. Being legally able and willing to provide signed consent, having a singleton pregnancy, and 

being fluent in Danish.” The change was made in January 2013 

(https://clinicaltrials.gov/archive/NCT01672437/2013_01_18/changes).  

The trial protocol was published in October 2013 after the decision on including multiparous women 

was made. We have added the following: “This change to inclusion criteria was reported to 

ClinicalTrials.gov.” (page 6, line 13).  

Intervention group, Page 6, Line 44. Insert appropriate reference.  

Reply: The parentheses: (please insert reference for supplementary material) is a notion to the 

editorial office to provide a link to the supplementary file.  

Intervention group, Page 7, Line 32. It is stated the midwives providing the intervention were of 

varying professional experience – it is not stated in the paper how the delivery of the intervention 

program (apart from midwives being provided with the teaching manual), of how this was quality 

monitored throughout the antenatal program. Can you report the quality monitoring of the midwives 

delivery within this paper, or if no quality assurance was undertaken to show the program was 

consistently delivered as intended, please list this as a limitation.  

Reply: Thank you for pointing to this. We collected data on adherence to the program by tablet-based 

questionnaires after each session asking the participants whether they had been through the topics of 

the day. We have inserted a paragraph about this in the methods section: “We monitored adherence 

to the program by tablet-based questionnaires. After each session the participants were asked 

whether they had been through the topics of the day. For example, after session two the participants 
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were asked: “Have you heard about ‘coping with pain and pain relief’ today”. Participants could 

answer “yes”, “no”, or “don’t know”.” (page 10, line 17-20).  

We have reported the proportion of participants answering “yes” to having heard about the topics in 

the results section under the heading Adherence to the program in session 2.: “Generally, the 

facilitator’s adherence to the program content was reported high by the participants. More than 97% 

of the participants reported to have heard about the topics: ‘expectations in relation to birth’, ‘what to 

do at home in the early phase of labour’, ‘the normal course of labour, ‘pain relief and coping 

strategies’, and ‘partner support during labour’. A total of 88% of the participants reported having been 

through the topic ‘when there is a need to intervene in labour’.“ (page 18, line 6-11).  

Outcomes, page 9, Line 11 Can you indicate the score used in this study against the EPDS for 

depression.  

Reply: Thank you for pointing to this. Women with a score ≥13 were categorised with antenatal 

depressive symptomatology. We have added this to the manuscript (page 11, line 3).  

Statistical analysis, page 9 Line 38 & Page 10. Could you identify both your ITT analysis and your ‘as 

per protocol’ analysis under separate sub-headings for clarity. For example a heading stating Primary 

analysis and Planned Secondary analysis.  

Reply: Thank you. We have followed your suggestions and have made headings in the statistical 

analysis section.  

Statistical analysis, page 9, Line 40. The lead in sentence to this paragraph is confusing. Is it simply 

that the first sentence requires ‘and’ to be placed between planned and analysed??  

Reply: Thank you. We have now rephrased the sentence to: “Data were planned to be analysed 

according to the intention-to-treat principle“ (page 11, line 15).  

Statistical analysis, page 10, Line 4 onwards. It is implied there was missing data??? It is difficult to 

know this from what is presented in Table 2 and also from CONSORT diagram showing low attrition.  

Reply: There was a small proportion of participants who did not have information on their birth in the 

Obstetric Database. Although the proportion was small (about 3%) we examined the possible impact 

of the missing data. We have now added this to the heading of table 2: “Analyses are based on the 

modified intention-to-treat population (N=1711)” and have presented numbers in addition to 

percentages in the table. We hope that this helps to clarify.  

Results, Page 12, Line 28 - 39 Please insert the numbers associated with percentages.  

Reply: Thank you. We have inserted numbers in all tables.  

Results, Table 2, Page 13 Please report numbers alongside percentages  

Reply: Numbers are inserted in all tables.  

Strengths, Page 17, Line2 I am not sure of the point for using the word “individually randomised” – 

individually should be removed.  

Reply: We agree and have removed the word “individually”.  

CONSORT checklist 4C 16. Please identify the quality control/s used to demonstrate that the 

intervention was applied as planned, or list as a limitation (refer to the above comment on this point). 

Include numbers alongside percentages.  

Reply: Thank you. As stated in our answer to one of the previous comments, we have added 

information about the monitoring of adherence to the program in the methods and results sections. 

Also, we have included numbers in all tables.  

 

Reviewer: 2  

While this is a well-written paper, conforming to CONSORT requirements, there is a fundamental flaw 

in the thinking underpinning the study which, in my opinion, invalidates its findings.  

The authors wish to address the question of whether antenatal education in small classes has an 

effect on women’s uptake of epidural analgesia during labour when compared with that of women 

accessing antenatal education via lectures delivered to large groups.  

In the section describing the NEWBORN trial, the authors outline the four sessions provided to the 

intervention group. The sessions reflect a contemporary transition-to-parenthood curriculum, arising 

out of studies of what mothers and fathers-to-be find helpful. It is described as a relationships-based 
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programme, again in keeping with many other well-designed and well-evaluated parent education 

programmes.  

The authors describe the aims of the antenatal classes as ‘strengthening relationships and improving 

information and problem solving skills for expectant parents in order to ease birth and the transition to 

parenthood’. There is no mention that the classes aimed to promote normal birth and the use of 

women’s own coping strategies for managing pain. No theory of change is presented describing how 

antenatal education might influence women’s decisions about epidural use. There is no logic model 

theorising about how the content of, and the teaching and learning approaches used in the antenatal 

classes might lead to a reduction in epidural use. In fact, only one of the four sessions covered pain 

relief in labour and this topic formed only a small part of that session (session 2); the session included 

five topics in total covered during 2.5 hours, suggesting that just half an hour was spent on ‘pain relief 

and coping strategies’.  

Reply: The NEWBORN program was not meant to solely reduce use of epidural analgesia but rather 

to increase social support and coping during labour and parenting. We focused on developing and 

testing a program encompassing all elements requested by future parents and as suggested by the 

Danish Health Authority, i.e., parenthood, breast feeding, birth, and the first period with the newborn. 

Relationship issues, the transition to parenthood, as well as topics related to birth were incorporated. 

In the session about delivery we did not promote natural birth without the use of analgesia, but rather 

focused on providing information about advantages and side effects associated with use of different 

types of pain relief and obstetric interventions. Promoting coping strategies was a central part of the 

program, and throughout the program there was a focus on enhancing the couples’ self-efficacy in 

relation to different relevant topics, e.g. birth.  

We relied on the theory of self-efficacy developed by Bandura as well as findings from former studies 

regarding the association between childbirth self-efficacy and use of pain relief. We have put more 

emphasis on the theory on self-efficacy and extended our argumentation for the potential impact of 

the program on use of epidural analgesia throughout the manuscript in the introduction (page 4, line 

14 to page 5, line 9), methods (page 7, line 5-8), and discussion (page 21, line 10-21). Also, we have 

inserted the model of the program theory of the NEWBORN trial in the additional material along with 

the description of the sessions.  

The authors state that the classes aimed to enhance women’s ‘awareness of (their) own resources 

(and) problem-solving strategies’. It may well be that the classes did strengthen women’s self-efficacy 

for labour and birth, but that this enhanced self-efficacy was manifest in terms of women feeling able 

to make their own decisions about the kind of pain relief they wanted to use in labour. The fact that as 

many women chose to have an epidural in the intervention group as in the control group does not 

thereby make a statement about the ineffectiveness of small-group antenatal classes unless it was 

the aim of those classes to reduce epidural use. If the aim was to build women’s confidence to 

achieve a labour with which they felt satisfied and which enabled them to embark on motherhood in a 

positive frame of mind, they may have been very successful even for the women who chose an 

epidural. The synopsis of class two which was devoted to labour and birth states that the women were 

invited ‘to consider their individual resources and action competencies in relation to increasing the 

likelihood of obtaining their wishes’. However, no evidence is presented in the paper that it was any 

woman’s wish, or all of the women’s wish, not to have an epidural in labour.  

Reply: We have examined the impact of the program on the intermediate trial outcome; childbirth self-

efficacy measured by three single items developed for the NEWBORN trial. These results are 

currently under review in another journal. Briefly, these results show that the program was successful 

in improving childbirth self-efficacy (confidence in own ability to cope with early phase of labour before 

going to the labour ward and confidence in own ability to handle the birth process no matter how it 

turns out). We have incorporated a section about this in the discussion section (page 21, line 10-15).  

The language used in the authors’ paper suggests that the delivery of the antenatal classes was 

authoritarian with the midwife acting as the gatekeeper to social intercourse and the ‘owner’ of 

necessary information, as indicated in the following examples:  

‘the parents were introduced to one another’ (why did the parents not introduce themselves to each 
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other?)  

‘a short film was shown teaching the parents about good communication skills’  

‘the midwife informed the parents’  

‘the midwife then talked about how expectations, support and the advice received from family and 

friends may affect breastfeeding intention…’  

Reply: The program contained among other things exercises with opportunity to reflect on own 

strategies and group discussions. The midwife acted as a facilitator for these exercises and 

discussions and took active part in the learning process by circulation among the groups. To ensure, 

that the required information on e.g. pain relief was provided, the midwife also held short verbal 

presentations and the sessions was a mix between these approaches.  

We agree that the language used in the description of program content indicates that the midwife was 

authoritative which was not the case in the program. We have revised the text in the additional file 

accordingly.  

The authors describe how session two included ‘information on pain relief and obstetric interventions’. 

Giving people information is not sufficient to change their behaviour. Nor is there any mention of 

kinetic approaches to building women’s confidence to work with their bodies to manage intense labour 

pain, despite research showing that the most effective form of preparation for non-interfered with 

labour is through repeated practice of positions for labour, positive thinking and breathing awareness.  

Reply: We agree that information is not sufficient for behaviour change. The program focused on 

increasing self-efficacy which in turn may lead to behaviour change, i.e. reduction in use of epidural 

analgesia. Throughout the manuscript we have put more emphasis on the focus on increasing 

childbirth self-efficacy as also described in a previous comment.  

A working group consisting of midwifes, health visitors, psychologists, and family therapists delivered 

inputs for the form and content of the program which did not include physical exercises. We agree 

that it may have been beneficial to include physical exercises preparing the women for delivery in the 

program. However, we focused on developing and testing a program that would be feasible to 

implement in clinical practise if proven effective. After consulting with midwifes and service providers it 

was made clear that physical exercises would not be implemented in a future real-life setting. We 

therefore omitted this from the program.  

I cannot accept the findings of the study that antenatal education in small groups does not impact on 

women’s use of epidural analgesia in labour without knowing what the aim, intended outcomes and 

logic model of the classes were. There are interesting questions that still need answering regarding 

the impact of antenatal education delivered in small groups as opposed to very large ones where the 

approach to teaching and learning is non-interactive and comprises solely information giving (as 

opposed to information sharing). It seems likely that the impact of belonging to a small group is not on 

women’s choices around pain relief in labour, but in terms of their building a support network which 

enables better mental health (and therefore more positive mothering) after the birth of the babies.  

Reply: We agree that mental health outcomes are of great relevance, and our secondary outcomes of 

the trial; perceived stress, parenting stress, and parenting alliance will be reported in a separate paper 

which is currently under preparation. This has now been highlighted in the conclusion.  

 

Reviewer: 3  

This is an excellent paper. These data must be made accessible to professionals of the perinatal 

period, because the effects of antenatal education are currently not known, while practices are very 

widespread and very different according to places and professionals.  

Just three comments:  

- It is not clear what authors define as a "vulnerability" ?  

Reply: Thank you. We agree that the concept ”vulnerability” is unclear and we have added the 

following examples to explain “vulnerability”: “There were eight criteria listed for vulnerability, for 

example; former or current psychiatric disorder, adverse psycho-social background, or concerns 

about parenting skills” (page 6, line 19-20).  

- Which EPDS threshold was used to define the existence of depressive symptoms (do not use the 
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term "depression" as it is a screening tool and not a diagnostic tool), and provide validation studies for 

the use during pregnancy.  

Reply: Thank you for pointing to this. Women with a score ≥13 were categorised with antenatal 

depressive symptomatology. We have added this to the manuscript as well as reference for the use of 

the scale during pregnancy: “Although initially developed for measuring depressive symptoms in the 

postnatal period, the scale has been validated for use during pregnancy as well (ref 36). Women with 

a score ≥13 were categorised with antenatal depressive symptomatology.” (page 11, line 1-4).  

- Informations on the population of women who have not been included are missing.  

Reply: Information on characteristics of the background population (educational level and age) and 

discrepancies between the background and the trial population are given in the discussion section on 

page 23, line 13-24. We hope that this information is sufficient.  

 

Reviewer: 4  

The manuscript addresses a relevant issue that needs to be developed as part of public health. 

However, I have some comments that I believe it would be useful to enhance its presentation.  

I suggest shortening the title for something like "Comparison of two types of antenatal education 

classes on use of pain relief during labour and of obstetric interventions: randomised NEWBORN 

trial".  

Reply: Thank you for your suggestion. We, however, would like to keep the wording “small classes 

versus auditorium based lectures” in the title as we consider it essential for the interpretation of the 

trial that we compare these two types of education.  

Page 3, line 18: the word "evenly" is duplicated.  

Reply: Thank you. This is now corrected.  

What were the exclusion criteria? Please describe in "Participants".  

Reply: We had only one exclusion criteria: not providing informed consent form. We have included 

this information in the manuscript (page 6, line 7-8).  

What do you mean by vulnerability? It is an important information to understand the data analysis. 

Please explain this variable in "Participants".  

Reply: Thank you for pointing to this issue that was also raised by reviewer 3. We agree that the 

concept ”vulnerability” is unclear and we have added the following to explain “vulnerability”: “There 

were eight criteria listed for vulnerability, for example; former or current psychiatric disorder, adverse 

psycho-social background, or concerns about parenting skills”. (page 6, line 19-20).  

Page 6, line 44: please check the information in brackets.  

Reply: The information “(please insert reference for supplementary material)” is information for the 

editorial office to insert link to the supplementary material.  

Page 7, lines 39 - 41: what are these types of education? Please explain better.  

Reply: Thank you. We have added this to the paragraph: “In the Copenhagen area different kinds of 

birth and parent education offers are provided by private stakeholders. These offers include e.g., 

mindfulness training, physical exercise training, and mental preparation for delivery.” (page 8, line 11-

13).  

Page 7, line 51: please check and correct the number of people of the auditorium. In the abstract the 

number is 100.  

Reply: Thank you for pointing to this. The correct number is 250 people. This is corrected in the 

abstract.  

Please explain better the differences between the intervention and control group. Is there some 

difference in the content of education lectures of the control group?  

Reply: Thank you. We agree that this needs more description and have added the following to the 

“control group” section: “The content of the lecture on birth included information on what to do at 

home when labour had begun; information on the location of the labour ward at the hospital, phases 

of the labour, and information on different types of pain relief. The form was passive information given 

from a midwife to the participants in the lectures.” (page 8, line 19-22).  

Please explain in Methods the Edinburgh and Perceived Stress scales.  
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Reply: We have added information on all variables used for assessing the distribution of baseline 

variables in the methods section as also requested by one of the other reviewers (page 10, line 3-16).  

Results: do you know the reasons for the refuse in participation? In general, are the adhesion to the 

antenatal lectures low?  

Reply: We have not systematically collected information about non-participation. Unfortunately, we 

are not aware how many people who participate in the lectures in general as registration is not 

required.  

Table 1: what Edinburgh and Perceived Stress data means? It would be better if the results were 

categorized into scores.  

Reply: In table 1, we show the mean scores of the Edinburg Postnatal Depression Scale (EPDS) and 

the Perceived Stress Scale (PSS) in the two groups to give an indication of whether the 

randomisation was successful in an even distribution of baseline factors. We agree that it may be 

more informative to provide categorisations of the scores. We have now, in line with your suggestion, 

shown the proportion of women with an EPDS score ≥13. There is no established categorisation of 

Perceived Stress Scale, so we have kept the mean and SD scores for PSS. We have described all 

baseline variables in the methods section (page 10, line 3-16).  

Page 14, lines 8-11: the sentence sounds strange. Please rewrite in another way.  

Reply: Thank you for pointing to this. We agree and have rephrased the sentence to “Also, there were 

more participants who did not attend any birth and parent education offers in the control group (11%) 

than among participants in the intervention group (2.5%).” (page 18, line 17-18)  

Additional analyses: are the groups comparable? There is a difference about 20% of participants 

between the groups.  

Reply: In the additional analyses we exclude 1) participants who participated in other types of birth 

and parent education offers, and 2) participants who did not adhere to the intervention. We have 

extended the section with a more thorough description and hope that this is satisfactory (page 18, line 

20 – page 19, line 5).  

Table 3: the numbers 673 and 532 do not match with the information in the page 12, lines 18-22. 

Please check this information and make the corrections.  

Reply: Thank you. We have now been through the results again and found errors in table 3. We have 

corrected the numbers in the table – this did not lead to change to conclusions. Due to readability of 

the table, we have not track changed these changes. Numbers in the table are marked with blue 

colour.  

Discussion: despite the fact that the satisfaction with classes assessment was not performed, was 

observed a higher adhesion in intervention group. So, this result should be highlighted in the 

discussion.  

Reply: We found that the participants to a higher extent adhered to the NEWBORN program than to 

the auditorium-based lectures, which was provided as standard care. The higher adherence among 

participants in the intervention group was expected as participants – most likely – agreed to 

participate in the trial with the hope to receive the intervention.  

Discussion: I believe that the posterior inclusion of multiparous women should be shown as a 

limitation of the study.  

Reply: Thank you for pointing to this. The change in inclusion criteria was done for practical reasons 

to ensure adequate power in the analyses. We have inserted this paragraph as a limitation: “Initially, 

only primiparous women were eligible for inclusion in the trial. During the recruitment period we 

allowed for inclusion of multiparous women. This was done for practical reasons to ensure adequate 

power in the analyses. Although this change was reported to the clinical trial register the posterior 

inclusion of multiparous women must be considered a limitation” (page 23, line 8-11).  

Table S1: how many women were assumed in best and worst-case scenario? Please show in the 

table.  

Reply: Thank you. We have now provided n in the table.  

Table S2: this table is confuse. What "no program" means? And about the others variables? I can not 

comprehend the "n" in this table.  
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Reply: Thank you. We agree that the expression “no program” is not sufficiently informative and have 

rephrased this to “Did not attend any birth and parent preparation” Likewise, we have revised the 

other categories as well. Also, we have included n in the table as suggested. 

VERSION 2 – REVIEW 

REVIEWER Sutter-Dallay 
Charles Perrens Hospital and Bordeaux Population Health Research 
Center INSERM U1219, Bordeaux University, Bordeaux, France 

REVIEW RETURNED 07-Apr-2016 

 

GENERAL COMMENTS The topic is very important, but the changes proposed by the 
authors make the paper confusing.  
 
Abstract:  
Why in the first version of the paper the authors spoke about 100 
women per session for the control group and now of 250 people in 
the new version ? Does that mean that they consider the presence 
of fathers ? and if so why is it not the case for antenatal education in 
small classes?  
 
Introduction:  
The authors added evidence about their hypothesis, especially the 
concept of self-efficacy. The authors have in mind their 
"NEWBORN" model, but the purpose of the present paper is neither 
to test this model, nor the interest of improving maternal self-efficacy 
during pregnancy, but to answer the question of the influence of 
prenatal classes on pain management during delivery. Also 
something new appears: the concept of time of arrival at the labour 
ward ; given that it has nothing to do with the current hypothesis, the 
paragraph becomes really difficult to understand.  
 
Methods and results:  
The way the authors create their "vulnerability" variable remains 
unclear: is it a score, and if so, how was it defined, is it coming from 
the 8 variables described in a second time (p10) ? EPDS would be 
used both in this vulnerability criteria and as an outcome ? Do the 
authors have an underlying hypothesis about a possible preventive 
effect of depressive symtoms through their NEWBORN antenatal 
classes ? This is a good idea, but it is not the objective announced, 
and also not the results, since depressive symptoms rates increase 
between inclusion and 37 gw in the two groups, even if the ratio 
does not seems to be the same.  
On the other side, they do not discuss the fact that the rates of 
women with depressive symtoms are different in the 2 groups at 
inclusion.  
Finally what is the interest of presenting results about adherence to 
the program ?  
 
Discussion  
The paragraph that has been added about the self efficacy (lines 10-
21 p.21) has nothing to do with the study; the results are not even 
presented! It looks like the authors are disapointed by their results 
and they try to increase the interest of their paper by adding positive 
results. This is a mistake, because the hypothesis is good, and the 
results interesting: no effect of antenatal classes on pain 
management during pregnancy and obstetric interventions.  
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REVIEWER Maria Amelia Miquelutti 
University of Campinas, Brazil 

REVIEW RETURNED 07-Apr-2016 

 

GENERAL COMMENTS I appreciate the answers and now I can see a manuscript easier to 
understand and to reproduce. However, there are few commentaries 
below that need further clarification.  
Page 3, Strengths and limitations: only strengths are cited. Please 
insert the limitations of the study.  
Participants, page 6, line 4: please write the singular form if there is 
just one exclusion criterion.  
Page 9, line 1: midwives instead of midwifes.  
Page 10, line 3: is the pre-pregnancy BMI informed?  
Results: avoid repeating data of flowchart in the text.  
Table 1: are the groups similar? If not, please show p-value. 

 

VERSION 2 – AUTHOR RESPONSE 

Reviewer: 4  

Maria Amelia Miquelutti  

University of Campinas, Brazil  

I appreciate the answers and now I can see a manuscript easier to understand and to reproduce. 

However, there are few commentaries below that need further clarification.  

Reply: We thank the peer reviewer very much for taking the time to re-evaluate our manuscript. We 

have now clarified the manuscript according to the comments of the peer reviewer (please see below) 

and hope that the changes are satisfactory.  

Page 3, Strengths and limitations: only strengths are cited. Please insert the limitations of the study.  

Reply: Thank you for pointing to this. The following is now included in the strengths and limitation 

section: “A total of only 19.6% of the invited women accepted and were randomised. These women 

differed from the general population regarding educational level and parity. This limits the 

generalisability of the trial results.”  

Participants, page 6, line 4: please write the singular form if there is just one exclusion criterion.  

Reply: Thank you. This has now been corrected.  

Page 9, line 1: midwives instead of midwifes.  

Reply: Thank you. This has now been corrected  

Page 10, line 3: is the pre-pregnancy BMI informed?  

Reply: Pre-pregnancy weight and height is self-reported from the women to the general practitioner at 

the first pregnancy consultation. This has now been corrected to the following sentence: “Body Mass 

Index (kg/m2) was calculated using information on pre-pregnancy weight and height reported by the 

woman at the first pregnancy consultation at the general practitioner” (page 10, line3-5).  

Results: avoid repeating data of flowchart in the text.  

Reply: Thank you. We have reduced the amount of information in the text (page 14).  

Table 1: are the groups similar? If not, please show p-value.  

Reply: Thank you for this comment. In line with recommendations (e.g. Pocock SJ et al: Subgroup 

analysis, covariate adjustment and baseline comparisons in clinical trial reporting: current practice 

and problems. Statist. Med. 2002; 21:2917–2930 (DOI: 10.1002/sim.1296) and Assmann et al. 

Subgroup analysis and other (mis)uses of baseline data in clinical trials. The Lancet 2000; 355: 1064–

69), we have chosen not to test for baseline differences and only interpret the distribution of baseline 

factors between the two groups qualitatively as baseline imbalances would be due to chance. We 

hope this reasoning for our choice is satisfactory.  

 

Reviewer: 3  

Sutter-Dallay  
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Charles Perrens Hospital and Bordeaux Population Health Research Center INSERM U1219, 

Bordeaux University, Bordeaux, France  

The topic is very important, but the changes proposed by the authors make the paper confusing.  

Reply: We thank the peer reviewer for taking the time to re-evaluate our manuscript. Many of the 

changes to the manuscript, that the peer reviewer raises questions to, were made to meet specific 

queries raised by one of the other reviewers concerning the theoretical focus behind the hypothesis 

that antenatal education in small classes would impact use of pain relief. We believe that the inclusion 

of the more thorough description of the impact of childbirth self-efficacy is relevant as this is one of 

our pre-defined intermediate outcomes.  

Abstract:  

Why in the first version of the paper the authors spoke about 100 women per session for the control 

group and now of 250 people in the new version ? Does that mean that they consider the presence of 

fathers ? and if so why is it not the case for antenatal education in small classes?  

Reply: By accident we wrote 100 couples in the abstract and 250 people in the main text in the first 

version of the manuscript. The correct number is 250 people (both expectant mothers and fathers). 

Therefore, we have now corrected the number in the abstract. Expectant fathers also participated in 

the NEWBORN program – we have clarified this in the manuscript by adding this phrase: “The 

woman’s partner was also invited to participate in the program. The consulting midwife and the 

facilitating midwife encouraged participation of the partner.” (page 7, line 4-6).  

Introduction:  

The authors added evidence about their hypothesis, especially the concept of self-efficacy. The 

authors have in mind their "NEWBORN" model, but the purpose of the present paper is neither to test 

this model, nor the interest of improving maternal self-efficacy during pregnancy, but to answer the 

question of the influence of prenatal classes on pain management during delivery. Also something 

new appears: the concept of time of arrival at the labour ward; given that it has nothing to do with the 

current hypothesis, the paragraph becomes really difficult to understand.  

Reply: Thank you for pointing to this. We added a more thorough description of our hypotheses about 

the pathways between antenatal education and use of pain relief in this revised version as this was 

requested by some other reviewers.  

We consider one of the important intermediate factors to be childbirth self-efficacy. The peer reviewer 

is right that the aim of the paper is not to test the hypothesis that self-efficacy is predictive of use of 

pain relief and obstetric interventions. A RCT design is not the appropriate design for testing that 

hypothesis, but childbirth self-efficacy is considered an intermediate factor as described in the project 

model in the additional files. We have rephrased the paragraph on page 4, line 11-21, and hope that it 

is more readable now.  

The text now reads: Women who are anxious during labour may be at increased risk of use of 

epidural analgesia as pain relief due to several mechanisms; they often seek admission to the labour 

ward at an earlier phase of labour;13 anxiety and fear increase the risk of a longer active labour 

phase due to inhibited uterine contractility;14 and anxious women perceive labour as more painful6 

and therefore receive more pain relief.15 Also, childbirth self-efficacy may play an important role in 

the risk of receiving pain relief. Women with higher levels of self-efficacy and confidence in their ability 

to cope with birth report lower levels of anxiety,16 perceive pain as less intensive,17 and use less 

epidural analgesia during labour.18 Childbirth self-efficacy may influence the timing of arrival to the 

labour ward, and it has been suggested that women with increased ability to cope with the early 

phase of labour will tend to arrive later at the labour ward.19 20  

Regarding time of arrival at the labour ward, this is also considered an important factor on the 

pathway between antenatal education and use of pain relief and obstetric interventions, and other 

studies have suggested that women who arrive at the labour ward when in the active phase of birth 

receive less epidural analgesia compared to women arriving in the latent phase.  

 

Methods and results:  

The way the authors create their "vulnerability" variable remains unclear: is it a score, and if so, how 
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was it defined, is it coming from the 8 variables described in a second time (p10) ? EPDS would be 

used both in this vulnerability criteria and as an outcome ? Do the authors have an underlying 

hypothesis about a possible preventive effect of depressive symtoms through their NEWBORN 

antenatal classes ? This is a good idea, but it is not the objective announced, and also not the results, 

since depressive symptoms rates increase between inclusion and 37 gw in the two groups, even if the 

ratio does not seems to be the same. On the other side, they do not discuss the fact that the rates of 

women with depressive symtoms are different in the 2 groups at inclusion.  

Reply: Thank you. Vulnerability is defined by the general practitioner at the first pregnancy 

consultation – not by use of EPDS as screening instrument but by registered former or current 

psychiatric disorders and/or social disadvantage. The time point for assessment of vulnerability has 

now been added (page 6, line 16). Also, we have added at page 10, line 15, that EPDS score was 

assessed from the baseline questionnaire.  

Antenatal and postnatal depressive symptomatology, measured by EPDS, is an explorative outcome 

in the NEWBORN trial and will be examined and reported as such in later reports. In the present 

paper, we examine antenatal depressive symptomatology as a potential adverse outcome. We 

hypothesized that antenatal depressive symptoms could be higher among the women in the 

intervention group compared to the control group due to the raised awareness on e.g. potential 

relationship problems through the sessions. This sentence has been added on page 10, line 24 – 

page 11 line 2: “Participants in the intervention group could potentially have experienced more 

antenatal depressive symptoms, e.g. due to a raised awareness on couple communication and 

potential relationship problems through the sessions.”  

Reviewer 4 also raised the question about baseline imbalances. By definition, all baseline imbalances 

are due to chance, and as suggested by e.g. Pocock SJ et al: Subgroup analysis, covariate 

adjustment and baseline comparisons in clinical trial reporting: current practice and problems. Statist. 

Med. 2002; 21:2917–2930 (DOI: 10.1002/sim.1296) and Assmann et al. Subgroup analysis and other 

(mis)uses of baseline data in clinical trials. The Lancet 2000; 355: 1064–69, we do not test for 

baseline differences.  

Finally what is the interest of presenting results about adherence to the program ?  

Reply: Thank you. An assessment of adherence to the program in session 2 was requested by a 

reviewer in the first review-process in order to give an indication of the quality of the delivery of the 

program. We have extended the argumentation for inclusion of this information in the methods section 

on page 10, line 17, and in the results section (page 17, line 7-8).  

Discussion  

The paragraph that has been added about the self efficacy (lines 10-21 p.21) has nothing to do with 

the study; the results are not even presented! It looks like the authors are disapointed by their results 

and they try to increase the interest of their paper by adding positive results. This is a mistake, 

because the hypothesis is good, and the results interesting: no effect of antenatal classes on pain 

management during pregnancy and obstetric interventions.  

Reply: Thank you for this comment. We appreciate how the adding of outcomes in relation to self-

efficacy could reflect a disappointment on our behalf. However, as stated in one of our answers above 

we consider self-efficacy as an important intermediate factor, and throughout the NEWBORN 

sessions we aimed at increasing self-efficacy by use of different exercises. Therefore, we consider it 

relevant to elaborate on the effect of the program on childbirth self-efficacy. However, we agree with 

the peer reviewer that the main aim of this paper is to examine the effect of the program on the 

primary outcome; use of epidural analgesia and the main result is that no effect was seen. We 

consider this result as equally important to alternative results, i.e., either beneficial or harmful effects 

of the intervention.  

After submitting the last version of this manuscript, we have published a short communication about 

the effect of the NEWBORN program on childbirth self-efficacy. We have now incorporated results 

from this short communication paper in the discussion section: “In the intervention group, 4.1% of the 

women had low confidence in their own ability to cope with early phase of labour compared with 8.0% 
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in the control group. Fewer women in the intervention group (5.0%) felt low confidence in own ability 

to handle the birth process compared with the control group (7.4%)” (page 20, line 15-19). 

VERSION 3 – REVIEW 

REVIEWER Sutter-Dallay 
Bordeaux University  
INSERM 1219 

REVIEW RETURNED 11-May-2016 

 

GENERAL COMMENTS The paper now has improved a lot, but some minor revisions are still 
needed.  
1- why the authors do not give all the details of the vulnerability 
score, since the allocation is stratified on it ?  
2- as far as I remember, in the preceding versions, the EPDS cut-off 
was not 13 ? the recommanded one for research is 11 or 12, so if 13 
is used, authors should explain the reason for this choice.  
3- even if I can share the hypothesis of the authors about the 
potential association between increased self-efficacy feeling and 
pain during labour, I can not validate the discussion in its present 
form. the assertions they make are not proved by their study, and 
the link may just be proposed as a future working hypothesis.  

 

VERSION 3 – AUTHOR RESPONSE 

The paper now has improved a lot, but some minor revisions are still needed.  

1- why the authors do not give all the details of the vulnerability score, since the allocation is stratified 

on it?  

Reply: Thank you. The women’s vulnerability status is not defined by a score but an evaluation by the 

general practitioner following the criteria listed. We have now clarified by adding the following to the 

manuscript: “The general practitioner categorised the women as vulnerable if she met one or more of 

these criteria” (page 6, line 17-18) and hope that this correction in satisfactory.  

2- as far as I remember, in the preceding versions, the EPDS cut-off was not 13 ? the recommanded 

one for research is 11 or 12, so if 13 is used, authors should explain the reason for this choice.  

Reply: We also used the cutpoint of scoring 13 or above in the former versions of the manuscript. The 

EPDS scale has not been formally validated in Denmark for use in pregnancy. Sweden has many 

similarities to Denmark and we have used cutpoint of 13 or more as recommended in a Swedish 

study (Rubertsson C, Borjesson K, Berglund A, et al. The Swedish validation of Edinburgh Postnatal 

Depression Scale (EPDS) during pregnancy. Nord J Psychiatry 2011;65(6):414-8.). We have 

explained the use of this cutpoint on page 11, line 5-7: “Women with a score of 13 or more were 

categorised with antenatal depressive symptomatology as recommended in a former Swedish 

study36.”  

Additionally, we have corrected ≥13 to “13 or more” throughout the manuscript as this phrasing has 

been recommended by other researchers to avoid confusion (Matthey S, Henshaw C, Elliott S, 

Barnett B.: Variability in use of cut-off scores and formats on the Edinburgh Postnatal Depression 

Scale: implications for clinical and research practice. Arch Womens Ment Health. 2006 Nov;9(6):309-

15. Epub 2006 Oct 2).  

3- even if I can share the hypothesis of the authors about the potential association between increased 

self-efficacy feeling and pain during labour, I can not validate the discussion in its present form. the 

assertions they make are not proved by their study, and the link may just be proposed as a future 

working hypothesis.The topic is very important, but the changes proposed by the authors make the 

paper confusing.  

Reply: Thank you. We acknowledge that the hypothetical explanations might be confusing. We have 

erased these and added this to the paragraph: “Former studies have found that women with higher 
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levels of self-efficacy perceive pain as less intensive17 and use less epidural analgesia during 

labour18 compared to women with lower levels of self-efficacy. The potential associations between 

childbirth self-efficacy and experience of pain and use of epidural analgesia have not been 

investigated in the present study.” (page 20, line 18-21), and hope that this change is satisfactory. 
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