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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 

reproduced below.   
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AUTHORS Romijn, Anita; de Bruijne, Martine; Teunissen, Pim; de Groot, 
Christianne; Wagner, Cordula 

 

VERSION 1 - REVIEW 

REVIEWER Dr Guy Haller MD,Msc,PhD 
Geneva University Hospitals,Switzerland 

REVIEW RETURNED 07-Mar-2016 

 

GENERAL COMMENTS This protocol describes the content of a study aimed at assessing 
patient outcomes and the four dimensions of the Kirkpatrick’s model 
for training programmes evaluation (participants’ satisfaction, 
learning, behavioural changes, organisational changes) following 
implementation of a CRM training programme. Such training 
programmes are important to the improvement of the overall quality 
of care provided in labour and delivery rooms and should be 
therefore strongly supported. The protocol is cleverly designed and 
the CRM training programme planned includes all the usual features 
of this type of programmes.  
Some clarifications and additional details are however needed at this 
stage. First, there appears to be some tension between the concept 
of CRM and the SBAR method. As a result, for a non-specialised 
reader, it may be unclear whether the programme aims at assessing 
the possible benefit of the CRM technique or the one of the SBAR 
communication method. Secondly, while the use of the stepped-
wedge design is appropriate some details should be provided on 
how the randomisation process was performed, how the study 
sample size was calculated (effect size) and how the cluster effect of 
the institutions selected was accounted for. Thirdly, some 
professionals recruited for the study in the different settings are likely 
to modify their job activity or even quit the hospital. It should be 
clarified how these drop out will be accounted for. Finally, complex 
social intervention programmes evaluation implies multiple outcome 
measurements. The risk of type 1 error should be accounted for.  
I would recommend publishing this excellent protocol in an area in 
which properly designed randomised trials are much needed. 

 

REVIEWER Marie-Noëlle Bélanger-Lévesque 
Université de Sherbrooke, Canada 

REVIEW RETURNED 24-Mar-2016 

 

GENERAL COMMENTS Excellent protocole, very clearly explained to deal with a complex 
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organizational change. Excellent methodology justification and 
description.  
 
Few commentsand questions:  
- The abstract (and maybe the title) should indicate that this is a 
protocole description.  
- The scoop of your measured outcomes is impressive and a 
strenght of this study. You very well identify self-reporting as a 
weakness of this study but correctly responded to this in the study 
limits. However, how do you expect to deal with patients' evaluation 
in cases of major adverse outcome? Will they be excluded of the 
evaluation? Patient's evaluation could vary with delivery outcome, 
for example negative aspects being underreported (e.g., a gratitude 
bias) or overestimated (e.g., adverse outcome.) 

 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

1) First, there appears to be some tension between the concept of CRM and the SBAR method. As a 

result, for a non-specialised reader, it may be unclear whether the programme aims at assessing the 

possible benefit of the CRM technique or the one of the SBAR communication method.  

 

In addition to classroom-based CRM training, which addresses concepts of non-technical skills, we 

used SBAR as a concrete tool to improve communication during patient referrals. CRM concepts are 

necessary to understand the background and working mechanisms of SBAR. Therefore, we 

combined CRM and SBAR to create one intervention and made the focus of our study: CRM team 

training aimed at implementation of the SBAR tool. We made a revision in the introduction to clarify 

this objective.  

 

Revision [Line number 112 -113]  

(..)The intervention is a combination of CRM team training and SBAR, two complementary methods to 

improve communication and collaboration.  

 

2) Secondly, while the use of the stepped-wedge design is appropriate some details should be 

provided on how the randomisation process was performed, how the study sample size was 

calculated (effect size) and how the cluster effect of the institutions selected was accounted for.  

 

Five Local Obstetrical Collaborations (LOCs) were included in this study. The inclusion of more than 

five LOCs was not feasible given the constraints in resources and the desire to maintain a high quality 

in the intervention and have a sound evaluation process. In total, the five LOCs represent 467 

participants and 49 team training sessions. This information, including randomisation, is provided in 

the methodology – study population. We added information on the sample size calculation in the 

methodology – primary outcome measure.  

 

Revision [Line number 261 – 266]  

(..)There is no research available on the prevalence of the AOI before the intervention in the LOCs, 

but we estimate this to be approximately 5%. For effects in an individual LOC with 2000 deliveries 

pre- and post-intervention, the study will have a power of 90% to yield a significant effect (α 0.05) 

when the intervention decreases the prevalence of the AOI by 2%. For the multicentre effect, when 

including 6000 deliveries pre- and post-intervention, the study will have a power of 80% to yield a 

significant effect, when the intervention decreases the prevalence of the AOI by 1%.  
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3) Thirdly, some professionals recruited for the study in the different settings are likely to modify their 

job activity or even quit the hospital. It should be clarified how these drop out will be accounted for.  

 

In this study, we focus on effects within the five LOCs. The reviewer is right by stating there will be 

some changes in staff within the participating hospitals and midwifery practices in a period of 24 

months. Since the LOCs are the unit of analysis in this study, we will include at every measurement 

period all care professionals who are working at that moment in the participating obstetrical 

departments and primary-care midwifery practices. We made a revision in the methodology to clarify 

this matter.  

 

Revision [Line number 303 – 305]  

(…) At every measurement period, we include all care professionals who are working at that moment 

in the obstetrical departments and primary-care midwifery practices in the participating LOCs.  

 

4) Finally, complex social intervention programmes evaluation implies multiple outcome 

measurements. The risk of type 1 error should be accounted for.  

 

We agree with the reviewer that it is suitable to acknowledge the risk for type 1 error (false positive 

effect). We made a statement for this concern in the discussion.  

 

Revision [Line number 403 – 406]  

(…)The multiple outcome measures can lead to valuable insights in addition to the primary outcome 

measure, although this should be carefully evaluated taking the risk of a false positive effect into 

account.  

 

Reviewer: 2  

1) The abstract (and maybe the title) should indicate that this is a protocol description.  

 

We adjusted the title of our manuscript (see editorial request) and the abstract - introduction states 

that this manuscript describes a study protocol (line number 33 – 34: The article describes a study 

protocol to…).  

 

2) The scoop of your measured outcomes is impressive and a strenght of this study. You very well 

identify self-reporting as a weakness of this study but correctly responded to this in the study limits. 

However, how do you expect to deal with patients' evaluation in cases of major adverse outcome? 

Will they be excluded of the evaluation? Patient's evaluation could vary with delivery outcome, for 

example negative aspects being underreported (e.g., a gratitude bias) or overestimated (e.g., adverse 

outcome.)  

 

We agree with the reviewer that patient evaluations could vary or depend on the childbirth outcome. 

Patient experiences are measured in this study as a secondary outcome using a questionnaire. This 

questionnaire includes questions on e.g. patient characteristics and care process as well as 

outcomes. We are primarily interested in patients’ experiences with referral or handover situations. In 

answering our research questions we would correct for the delivery outcome (when possible) rather 

than exclude these cases. We added ‘childbirth outcomes’ to the patient characteristics in the 

statistical analysis.  

 

Revision [Line number 367 – 368]  

(…) Patient characteristics include age, parity, gravidity, and medical interventions during childbirth 

and childbirth outcomes.  
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We hope we have answered the questions satisfactory and our manuscript can be published. We are 

looking forward to your response. 

VERSION 2 – REVIEW 

REVIEWER Guy Haller MD, MSc,PhD 
Geneva University Hospitals - University of Geneva-Switzerland 

REVIEW RETURNED 10-May-2016 

 

GENERAL COMMENTS The authors have appropriately addressed in their response to the 
reviewers the issues raised. I have no additional comments to 
make.  

 

REVIEWER Marie-Noëlle Bélanger-Lévesque 
Université de Sherbrooke, CERC  
Canada 

REVIEW RETURNED 21-Apr-2016 

 

GENERAL COMMENTS The authors have made all the appropriate modification in this 
revised version.  
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