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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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VERSION 1 - REVIEW 

REVIEWER Eva Rasmussen Barr 
Departement of Neurobiology, Care Sciences and Society  
Division of Physiotherapy, Karolinska Institutet  
Alfred Nobels Allé 23, 141 83 Huddinge, Sweden 

REVIEW RETURNED 17-Feb-2016 

 

GENERAL COMMENTS I find that the protocol is very thorough. However, I question if you 
should randomize to perform both a pilot and a feasibility study. I 
find that a trial is either a pilot or a feasibility study. To perform a 
feasibility study of the intervention you do not have to randomize. 
The question is if this should be done in two steps instead. The 
feasibility first with the embedded interviews and in a second step if 
the intervention is considered feasible to go for the real trial. I 
suppose you can calculate power both based on what effect you 
expect and by looking at other trials. There is also a question if a 
reference treatment should include physiotherapy as probably the 
interaction with a PT will improve both pain and functional 
limitations. In addition: A recent publication add to the existing 
evidence that early intensive care is associated with slower recovery 
from WAD, independent of expectation of recovery. The results have 
policy implications and suggest that the optimal management of 
WAD focus on reassurance and education instead of intensive care 
and this include both physician care, Physiotherapy care and 
manual therapy care. This is important to take into consideration 
when designing studies. (Skillgate et al: The effect of early intensive 
care on recovery from whiplash associated disorders - Results of a 
population based cohort study. Arch Phys Med Rehabil 2016  
Abstract  
External pilot? What do you mean by external?  
What is the purpose with the embedded interview study?  
What method to analyse the qualitative data? The grounded theory 
should be mentioned in the abstract.  
That is I find that you don’t describe how you are going to analyse 
the qualitative data.  
Introduction  
Page6, line 98  
How many researchers participated in the Delphi analyses and how 
were they chosen?  
Methods  
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How did you chose the participating clinics? Strategic or in a certain 
area?  
The PTs giving the intervention – what is their experience and 
education?  
How will you chose interviewees, patients and PTs for the interview? 
Are there only 3-4 PTs in all who will give the intervention (six 
clinics)  
Page 16 line 326  
You mention that the clinic have n=18 eligible patients per months. 
Somewhere else you write that they have at least n=2 per months.  
Page 18, Table 3  
A trial will be feasible if >50% will be recruited - I find that figure 
pretty low. How come you decided on that? 

 

REVIEWER Mark Williams 
Oxford Brookes University, UK 
 
Participated in the Delphi study conducted by authors as part of their 
intervention development for the proposed study described in this 
protocol. 

REVIEW RETURNED 01-Mar-2016  

 

GENERAL COMMENTS Thank you for the opportunity to review this manuscript for a protocol 
of a cluster randomised feasibility trial for a physiotherapy 
intervention for patients with WAD.  
Overall this protocol is well written and the proposed study 
methodologically sound. There are some revisions required in order 
to ensure a balanced proposal and adequate detail of the 
interventions to be evaluated.  
I have included below my specific comments. 
 
Thank you for the opportunity to review this manuscript for a protocol 

of a cluster randomised feasibility trial for a physiotherapy 

intervention for patients with WAD. 

Specific comments follow: 

Title – rephrase “insurance private setting” 

Abstract – Don’t agree with the statement that most WAD II are 

managed in the private sector (is this justified in the Introduction with 

robust data?). Rephrase to substantial proportion? Also I would 

recommend a more approximate estimates for the proportion of 

patients classified with WAD II from results of more than one small 

study. 

Introduction – Agree that there is the possibility that effective 

management in the acute stage may prevent patients progressing to 

chronicity but we don’t know whether this is true or not – worth 

acknowledging this uncertainty (this is the reason why you are 

conducting this study). 

Check that numbers 1-9 are spelt in words throughout the document. 

I’m not sure reference 12 is used correctly. 
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There is considerable amount of word space used on detailing 

financial costs of whiplash, which although important, could be used 

more effectively to describe other person-centred costs and to 

provide more context on the types of interventions available for 

treating acute WAD.  

There is some confusion about findings from your systematic reviews 

and recommendations from clinical guidelines. Findings from both 

agree but need to be separated (if I have understood correctly). 

You need to insert a suitable reference to self-efficacy theory 

alongside your self-reference for the Delphi study. 

Could there be any potential harms from this intervention? 

Aims and Objectives – are the phrases insurance/private sector 

interchangeable? I’m not sure. It may be easiest to omit insurance 

(you do not mention it in the subsequent objectives). 

Primary objectives – evaluate feasibility of procedures for a cluster 

randomised controlled trial.  

It would be good to define what you mean by private sector at the 

first mention (this may be better in the introduction). 

Methods – 

You are commended on appropriate use of use of reporting 

guidelines. Need to clarify the first sentence so that readers are clear 

that the protocol has been written according to SPIRIT and that this 

protocol will be adhered to (and subsequent deviations reported) in 

order to minimise potential biases with reporting etc.  

It would be best practice to incorporate adherence to the TIDieR 

checklist alongside the others as this is a complex intervention that 

you are evaluating. 

Trial design – agree that cluster randomised designs do have a 

number of advantages but they also have disadvantages in 

practicality (increased sample size for a full trial as one example) and 

methodological bias (e.g. 

http://bmcmedresmethodol.biomedcentral.com/articles/10.1186/1471

-2288-5-10 ). It would be good to see acknowledgement of these in a 

balanced summary. 

Typo -Two assessment centres central to all clinics will.. 

What training has the lead researcher (TW) received in qualitative 

research? It would be good to disclose this along with supervisory 

plans. When it comes to analysis - will a proportion of transcripts be 

double-coded / discussed with others? 

Focus group – Agree on the advantages presented but what about 

the limitations and how will these be minimised? e.g. dominant 

individuals? 
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Participants – Inclusion criteria – allowing participants that have 

sustained a whipash injury within previous four weeks may result in a 

heterogeneous group of acute and sub-acute states. I’m not sure the 

references justify this timescale. 

Interventions –  

The TIDieR checklist suggests description of the rationale, theory or 

goal of the elements of the intervention. You have referenced a 

manuscript that is under review and therefore unavailable and so 

detail is missing regarding the rationale of the interventions i.e not 

sufficiently detailed to critique or replicate. 

Detail is needed on Who (are the minimum qualifications for physios 

delivering this?), When and How much, Tailoring and Adherence 

monitoring (see TIDieR).  

I don’t think reference 54 is generalizable to this context and suggest 

removal.  

Have you considered what concomitant care/trial 

involvement/personal injury claims are permitted or prohibited during 

the trial? 

Secondary outcome measures –  

The most common complaint in whiplash patients is pain. (remove 

intensity) 

CROM –  

Debatable as to whether CROM is useful for disability prediction of 

acute WAD (see Walton et al 2013 review). Are you using the 

Cervical Range of Motion Device or a single inclinometer? I’m 

supposing the former, if so it would be good to specify this as the 

reliability of the two devices is different. 

Feasibility of cost-effectiveness analysis – are participants expected 

to record out-of-pocket expenses too (e.g. medications)? good to 

include this. 

SPIRIT highly recommends a participant timeline diagram – could 

you consider this and enter details of how many interventions 

participants will receive.  

Sample size – suggest if 18 participants per month you should then 

go on to state the recruitment is estimated to take 3-4 months. 

Feasibility assessment 

How will you evaluate whether (double) blinding has been achieved?  

Will you collect details of delivered interventions in both arms to see 

that the interventions are sufficiently different? 

Reporting of SAEs – very clear but will patients be removed from the 
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trial if SAEs occur or will they be able to continue if symptoms 

eventually resolve, will previous data for these individuals be used? 

Sponsor needs to be reported. 

 

REVIEWER Shaun O'Leary 
University of Queensland, Australia 

REVIEW RETURNED 16-Mar-2016 

 

GENERAL COMMENTS Overall Comments:  
• Good plan for a pilot study just some of the methods need greater 
description  
Introduction:  
• Paragraph 1 and 2 could be combined to shorten  
• Last paragraph – there seems to be a missing link between the 
systematic review findings and the development of this ABPI. This 
part is not well written  
Methods  
• Will these patients be self-referrals, GP referrals, insurance?  
• More information is required on the 2 different interventions. 
Contemporary standard physiotherapy should have some 
behavioural components to it, how will this be differentiated? Will 
exercise be the same in both groups? What is the difference 
between the groups that we can infer any group differences will be 
due to? How many weeks does the intervention go for? How will 
exacerbations be addressed? Will both groups receive the same 
intervention? Are the qualifications/experience of the therapists the 
same for both groups? There is a lot lacking in these descriptions of 
interventions.  
• Line 311 “EuroQol-5 320 Dimensions (EQ-5D)” shouldn’t this be 
included in the outcome measurements. Has a health economist 
been consulted to ensure all data is being recorded to evaluate cost-
effectiveness properly? 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer #1  

Comments: To perform a feasibility study of the intervention you do not have to randomize. The 

question is if this should be done in two steps instead. The feasibility first with the embedded 

interviews and in a second step if the intervention is considered feasible to go for the real trial. I 

suppose you can calculate power both based on what effect you expect and by looking at other trials.  

 

Responses: This trial was designed to combine both pilot and feasibility components into one trial for 

resourcefulness:  

o The pilot component – to evaluate design and procedures in preparation for the phase III trial. As 

you are aware, an insurance private setting may use different systems to existing research (e.g. for 

patient referral, booking appointments, and patient management, etc.). There are few studies 

investigating an insurance private setting, especially using a RCT design. A cluster randomisation 

was performed to prevent treatment contamination and logical conveniences, and needed to be 

evaluated.  

o The feasibility component – to evaluate feasibility and acceptability of the enhanced intervention, 

adherence, procedures, etc.  

 

Data from the UK insurance private sector patient population is required to calculate an appropriate 
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sample size for an adequate powered cluster randomised trial, by calculating the Intra-Cluster 

Correlation Coefficient (ICC).Thank you for your comments.  

 

 

Comments: There is also a question if a reference treatment should include physiotherapy as 

probably the interaction with a PT will improve both pain and functional limitations.  

 

Responses: A common comparator justified within trials is usual care. Usual care in the UK private 

insurance sector is used as the comparator within this trial. We acknowledge that the interaction with 

the physiotherapists may have an effect, and this will be explored to inform decisions regarding a 

future definitive trial.  

 

Comments: In addition: A recent publication add to the existing evidence that early intensive care is 

associated with slower recovery from WAD, independent of expectation of recovery. The results have 

policy implications and suggest that the optimal management of WAD focus on reassurance and 

education instead of intensive care and this include both physician care, Physiotherapy care and 

manual therapy care. This is important to take into consideration when designing studies. (Skillgate et 

al: The effect of early intensive care on recovery from whiplash associated disorders - Results of a 

population based cohort study.  

 

Responses: Thank you for your comments. There are many trials (Ferrari et al., 2005; Scholten-

Peeters et al., 2006; Ottosson et al., 2007) and guidelines (Moore et al, 2005; TRACSA, 2008; Motor 

Accidents Authority, 2014) that have suggested early reassurance and education for WADI-II 

management. We have therefore included both reassurance and education as part of both the 

comparator intervention and the Active Behavioural Physiotherapy Intervention (ABPI).  

 

However, the number of patients progressing to chronicity is still high, and hence our rigorous process 

(systematic review and modified Delphi study to identify the need for the combined Active Behavioural 

Physiotherapy Intervention (ABPI), and its development, informed by 36 international research and 

local clinical whiplash experts (article under review). We would not describe the ABPI as an ‘intensive’ 

intervention, but rather a psychologically informed active intervention, that has reassurance and 

education central to its purpose.  

 

Comments: Abstract External pilot? What do you mean by external?  

Responses: At the end of an external pilot trial, the data are analysed and set aside as opposed to an 

internal pilot that takes the data forwards into the definitive trial. (Arain M, Campbell MJ, Cooper CL, 

Lancaster GA. What is a pilot or feasibility study? A review of current practice and editorial policy. 

BMC medical research methodology 2010 (please see p. 5); Thabane L, Ma J, Chu R, et al. A tutorial 

on pilot studies: the what, why and how. BMC medical research methodology 2010 (please see p.3).  

 

Comment: What is the purpose with the embedded interview study?  

Responses: As part of the exploration of the acceptability of the ABPI for participants and 

physiotherapists and to explore how trial procedures and processes worked in practice from their 

perspectives (please see p.9 line 171-173).  

 

Comments: What method to analyse the qualitative data? The grounded theory should be mentioned 

in the abstract.  

Responses: Thank you for your suggestion. We are not planning to use grounded theory for the 

qualitative data analysis. The method of data analysis has been clarified in the abstract and main text. 

All qualitative data will be coded and analysed deductively (to identify themes) and inductively (to 

identify additional themes). The extractions and findings of the qualitative analysis will be discussed 

with the research team at each stage (TW, AR, JD and SH). Mapping and interpretation of the data 
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will be used to explore and explain relevant patterns. The interpretation of the qualitative data will be 

carried out in parallel to the quantitative findings (please see on p.22-23).  

 

Comments: How many researchers participated in the Delphi analyses and how were they chosen?  

Responses: 97 potential participants were invited to participate from 3 groups:  

1. International research whiplash experts who had published at least 2 articles in a peer-reviewed 

journal regarding WAD within the last 10 years,  

2. UK private physiotherapists from the UK West Midlands, who had experienced in treating WAD for 

at least 2 years. In the UK context, insurance companies frequently refer WADII patients to private 

physiotherapy clinics. Therefore, we deemed it is important to include physiotherapists from the 

private sector.  

3. UK Postgraduate musculoskeletal physiotherapy students who had experienced in treating WAD 

for at least 2 years. Additionally, they must have completed the cervical management course. Most of 

the recruited students worked for the National Health Service (NHS). (This study is currently under 

review to publish in a peer-reviewed journal).  

 

Comments: How did you choose the participating clinics? Strategic or in a certain area?  

Responses: We have selected based on geographical convenience, in line with the phase II nature of 

the trial.  

 

Comments: The PTs giving the intervention – what is their experience and education?  

Responses: All physiotherapists in both intervention arms will have a minimum of a Bachelor Degree 

in Physiotherapy with 2 years of post-registration experience, and will be registered with the Health 

and Care Professions Councils (HCPC). Please see the yellow highlight on p.13.  

 

Comments: How will you chose interviewees, patients and PTs for the interview? Are there only 3-4 

PTs in all who will give the intervention (six clinics)?  

Responses: All physiotherapists in the experimental arm (3 clinics) will be interviewed using a semi-

structured interview (please see p.9-10). We have 3-4 physiotherapists in each intervention arm.  

 

A random sample of 6-8 participants who received the ABPI will be invited via e-mail to participate in 

a focus group (please see p.10-12).  

 

Comments: Page 16 line 326 You mention that the clinic have n=18 eligible patients per months. 

Somewhere else you write that they have at least n=2 per months.  

Responses: To be eligible to be a clinic that is part of the clusters, each clinic will need to have at 

least 2 acute WADII patients in each month. We found that all 6 clinics, which have been recruited 

according to the eligible criteria for clusters, have 18 acute WADII patients in each month as part of 

exploring the feasibility of conducting this trial (please see p. 12 and 20).  

 

Comments: A trial will be feasible if >50% will be recruited - I find that figure pretty low. How come you 

decided on that?  

Responses: As you know, we do not have any evidence in recruiting acute WADII in a UK private 

physiotherapy setting. We expect that the recruitment rate should be at least 50% of eligible 

participants, but are aware that many patients will return to work and may not be interested in 

participating. Therefore, we may need 6-7 months for participant recruitment + 3 months follow-up. 

We have added this information in the manuscript (please see p.20).  

 

 

Reviewer #2  

Comment: Title – rephrase “insurance private setting”  

Responses: Thank you for your suggestion. As you know, the WAD patients are referred to private 
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physiotherapy clinics through their insurance companies. So, this is why we included “insurance” in 

the title. In the trial, all potential participants are referred from an insurance company.  

 

Comments: Abstract – Don’t agree with the statement that most WAD II are managed in the private 

sector (is this  

justified in the Introduction with robust data?). Rephrase to substantial proportion?  

Responses: Thank you for your suggestion. We have changed from “most WAD patients…” to “a 

substantial proportion of WAD patients….” (Please see the yellow highlight on p.5 line 85).  

 

Comment: Also I would recommend a more approximate estimates for the proportion of patients 

classified with WAD II from results of more than one small study.  

Responses: Thank you for your suggestion. We have amended to “WADII (neck complaint and 

musculoskeletal sign(s)) describes at least 70% of whiplash patients” (Sterling, 2004; Williamson et 

al., 2015). Please see the yellow highlight on p.5 line 91.  

 

Comments: Introduction – Agree that there is the possibility that effective management in the acute 

stage may  

prevent patients progressing to chronicity but we don’t know whether this is true or not – worth  

acknowledging this uncertainty (this is the reason why you are conducting this study).  

Response: Yes, it is. Please see on p. 5 line 80-82 “A focus on effective management in the acute 

stage is therefore required and may be able to prevent patients progressing to chronicity”.  

 

Comment: Check that numbers 1-9 are spelt in words throughout the document.  

Response: Thank you for your suggestion. We have amended throughout the document.  

 

Comment: I’m not sure reference 12 is used correctly.  

Responses: We have updated the references and changed text to “the estimated annual economic 

cost related to motor vehicle crashes is $242 billion in the US (Blincoe et al., 2015) and €180 billion in 

Europe.(Elvik et al., 2007)” (please see the yellow highlight on p. 5 line 74-75).  

 

Comments: There is considerable amount of word space used on detailing financial costs of whiplash, 

which  

although important, could be used more effectively to describe other person-centred costs and to  

provide more context on the types of interventions available for treating acute WAD.  

 

Responses: Thank you for your suggestion. We have provided some information on patients’ impacts 

in terms of disability and lost earning capacity. However, we have added QoL in the text 

‘approximately 60% of WAD patients progress to chronicity with up to 30% experiencing moderate to 

severe pain and disability, leading to an decrease in quality of life’(Börsbo et al., 2008; 2009) (please 

see the yellow highlight on p.5).  

 

We agree that a protocol should provide an explanation for the choice of comparator according to the 

SPIRIT checklist. Whiplash guidelines which will be used for the control intervention arm, have 

provided a range of interventions (e.g. reassurance, education, manual therapy, exercise therapy and 

physical agents) for treating acute WADII (please see p.13).  

 

Comment: There is some confusion about findings from your systematic reviews and 

recommendations from  

clinical guidelines. Findings from both agree but need to be separated (if I have understood correctly).  

Response: Thank you for your suggestion. We have divided the findings from our review and the 

recommendations from clinical guidelines (please see the yellow highlight on p.5-6).  
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Comment: You need to insert a suitable reference to self-efficacy theory alongside your self-reference 

for the  

Delphi study.  

Response: Thank you for your suggestion. Bandura et al. (1977) was added to the manuscript for 

referencing self-efficacy theory (please see p.6).  

 

Comment: Could there be any potential harms from this intervention?  

Responses: There is no evidence to suggest any potential harm from the ABPI. However, in line with 

good clinical practice, any adverse events and serious adverse events will be monitored throughout 

the trial. (Please see p.23-24 for monitoring the trial).  

 

Comments: Aims and Objectives – are the phrases insurance/private sector interchangeable? I’m not 

sure. It may be easiest to omit insurance (you do not mention it in the subsequent objectives).  

Responses: Thank you for your suggestion. As you know, the patients are referred to private 

physiotherapy clinics through insurance companies. This is why we have included “insurance” in the 

title and aims and objectives. However, we have changed from “insurance/private sector…” to 

“insurance private sector ….” In the aims and objectives (please see the yellow highlight on p. 6).  

 

Comment: Primary objectives – evaluate feasibility of procedures for a cluster randomised controlled 

trial.  

Response: Thank you for your suggestion. We have changed the wording based on your suggestion 

(please see the yellow highlight on p.7).  

 

Comment: It would be good to define what you mean by private sector at the first mention (this may 

be better in the introduction).  

Response: Thank you for your suggestion. We have written that “a substantial proportion of WAD 

patients are managed within the private sector (private physiotherapy clinics) through insurance 

companies” (please the yellow highlight on p.5 line 85).  

 

Comments: Method –  

You are commended on appropriate use of use of reporting guidelines. Need to clarify the first 

sentence so that readers are clear that the protocol has been written according to SPIRIT and that 

this protocol will be adhered to (and subsequent deviations reported) in order to minimise potential 

biases with reporting etc.  

Responses: Thank you for your suggestion. We have added this information. Please see the yellow 

highlight on p. 7.  

 

Comment: It would be best practice to incorporate adherence to the TIDieR checklist alongside the 

others as this is a complex intervention that you are evaluating.  

Response: Thank you for your suggestion. Interventions in this protocol are described based on the 

TIDieR (please see the yellow highlight on p.13 line 247-248).  

 

Comments: Trial design – agree that cluster randomised designs do have a number of advantages 

but they also have  

disadvantages in practicality (increased sample size for a full trial as one example) and 

methodological  

bias (e.g. http://bmcmedresmethodol.biomedcentral.com/articles/10.1186/1471-2288-5-10 ). It would  

be good to see acknowledgement of these in a balanced summary.  

Responses: • As you know, selection bias and biased recruitment can be a problem in some cluster 

RCTs. Therefore, our trial will use a computer-generated randomisation sequence to avoid selection 

bias. Furthermore, we will use an independent telephone administrator to recruit potential participants. 

The administrator does not have a medical background, and so cannot predict anything.  
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• Agree – the required sample size in a cluster RCT is larger than an individual RCT. We have added 

to the manuscript (please see the yellow highlight on p.8 line 147-148).  

 

Comment: Typo -Two assessment centres central to all clinics will..  

Response: Thank you for your suggestion. We have added ‘will’ based on your suggestion (please 

see the yellow highlight on p.8 line 165).  

 

Comments: What training has the lead researcher (TW) received in qualitative research? It would be 

good to  

disclose this along with supervisory plans. When it comes to analysis - will a proportion of transcripts 

be double-coded / discussed with others?  

Responses: Thank you for your suggestion. We have added your proposed points. The lead 

researcher (TW) will be trained in both individual and focus group interviews to enhance his 

qualitative skills prior to conducting a definitive interview (please see the yellow highlight on p.9 line 

181-183). The extractions and findings of qualitative data will be discussed with the research team at 

each stage (TW, AR, JD and SH) please see the yellow highlight on p. 23 line 414-415.  

 

Comments: Focus group – Agree on the advantages presented but what about the limitations and 

how will these be minimised? e.g. dominant individuals?  

Responses: Yes, we agree with your points. However, the focus group interview will be run by an 

expert facilitator and a trained moderator. During discussion, both facilitator and moderator will avoid 

any potential biases during the interview (e.g. consistency bias, dominant respondent bias, error bias, 

hostility bias, moderator bias, mood bias, overstatement bias, reference bias, social acceptance bias, 

etc). Furthermore, using an expert facilitator can help to obtain sufficient quality data. We have added 

some information regarding these points in the manuscript (please see the yellow highlight on p. 11 

line 212-213).  

 

Comment: Participants – Inclusion criteria – allowing participants that have sustained a whiplash 

injury within previous four weeks may result in a heterogeneous group of acute and sub-acute states. 

I’m not sure the references justify this timescale.  

Response: Although individual studies have defined the timescale of acute WAD differently (e.g. 

Teasell et al., 2010 defined an acute WAD < 2weeks; Lamb et al., 2013 defined an acute WAD < 6 

weeks), the majority of WAD evidence defines the acute stage as within 4 weeks after a road traffic 

accident (e.g. Sterling and Kenardy, 2006; TRACsa, 2008; Jull et al., 2013; Jagnoor et al., 2014; 

Sterling, 2014, Ritchie et al., 2015; Stupar et al., 2015; Wiangkham et al., 2015 and these references 

have been added in the text).  

 

Comments: Intervention -  

The TIDieR checklist suggests description of the rationale, theory or goal of the elements of the 

intervention. You have referenced a manuscript that is under review and therefore unavailable and so 

detail is missing regarding the rationale of the interventions i.e not sufficiently detailed to critique or 

replicate.  

Responses: We have added some information regarding the interventions according to the TIDier 

checklist (please see p. 13-17).  

 

Comments: Detail is needed on Who (are the minimum qualifications for physios delivering this?), 

When and How much, Tailoring and Adherence monitoring (see TIDieR).  

Responses: We have added some information regarding the physios’ qualifications and adherence 

monitoring (please see p.13, 17).  

 

Comments: I don’t think reference 54 is generalizable to this context and suggest removal.  

Response: The reference has been omitted based on your suggestion.  
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Comment: Have you considered what concomitant care/trial involvement/personal injury claims are 

permitted or  

prohibited during the trial?  

Response: Thank you for your suggestions. The participants in this trial can normally claim all 

expenditures regarding their treatment sessions from their insurance company. The trial will pay for 

the participants’ journeys at baseline and 3 months follow-up (please see the yellow highlight on 

p.12).  

 

Comment: The most common complaint in whiplash patients is pain. (remove intensity)  

Response: Thank you for your suggestion. “intensity” was removed.  

 

Comments: Debatable as to whether CROM is useful for disability prediction of acute WAD (see 

Walton et al 2013 review). Are you using the Cervical Range of Motion Device or a single 

inclinometer? I’m supposing the former, if so it would be good to specify this as the reliability of the 

two devices is different.  

Responses: I think that Walton et al. suggested pain intensity and NDI are robust predictors of 

outcome. They did not mention about CROM. However, we have added some information from the 

review to our manuscript (please see the yellow highlight on p.17-18).  

 

Yes, the Cervical Range of Motion Device will be used in the trial. We have made some changes 

based on your suggestions (please see the yellow highlight on p.18).  

 

Comment: Feasibility of cost-effectiveness analysis – are participants expected to record out-of-

pocket expenses too (e.g. medications)? good to include this.  

Response: Thank you for your suggestion. Actually, using medications are planning to record 

throughout the trial and it is in a diary pocket book. That is our mistake in writing the manuscript. We 

have added ‘using medications’ for recording documents in the feasibility of cost-effectiveness 

analysis (please see the yellow highlight on p.20)  

 

Comments: SPIRIT highly recommends a participant timeline diagram – could you consider this and 

enter details of how many interventions participants will receive.  

Responses: Please see Figure 1 CONSORT Diagram. Normally, participants will receive any 

interventions based on their physiotherapists’ consideration. However, please see a summary of the 

ABPI for acute WADII management in Table 3 for the management strategies in the experimental 

arm.  

 

Comment: Sample size – suggest if 18 participants per month you should then go on to state the 

recruitment is  

estimated to take 3-4 months.  

Responses: We expect that the recruitment rate should be at least 50% of eligible participants. 

Therefore, we may need 6-7 months for participant recruitment + 3 months follow-up. We have added 

this information in the manuscript (please see the yellow highlight on p.20).  

 

Comment: How will you evaluate whether (double) blinding has been achieved?  

Responses: All outcome assessments will be independent from treatment sessions and treatment 

clinics to ensure the assessor is blinded to treatment allocation. The assessor will be a 

physiotherapist familiar with the outcome measures, and blinded to reduce potential biases. The 

assessor will not be able to access booking system and participants’ information whereas participants 

will not know which intervention arm they will be allocated to ensure that both assessor and 

participants will be blinded. At the end of the 3 months follow-up in each participant, the assessor will 

be asked what intervention the patient had received and the participants will be asked which 
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intervention arm they had allocated to evaluate the blindness. (please the yellow highlight on p.8).  

 

Comment: Will you collect details of delivered interventions in both arms to see that the interventions 

are  

sufficiently different?  

Response: Yes, we will collect details of both intervention arms (please see on p.13 line 253-255).  

 

Comments: Reporting of SAEs – very clear but will patients be removed from the trial if SAEs occur or 

will they be  

able to continue if symptoms eventually resolve, will previous data for these individuals be used?  

Responses: If any serious adverse events occur, the patients will be able to continue with the trial 

when their symptoms have resolved (please see the yellow highlight on p.24).  

 

In the consent form, participants will be asked to make the choice regarding whether they would like 

to remove or keep their previous data in the trial, if they would like to withdraw from the trial (please 

see the yellow highlight on p.8-9 and 35).  

 

Comment: Sponsor needs to be reported?  

Response: The University of Birmingham is the sponsor (please see on p.26).  

 

 

Reviewer #3  

Introduction:  

Comment: Paragraph 1 and 2 could be combined to shorten  

Response: Thank you for your suggestion. Paragraph 1 and 2 were combined.  

 

Comment: Last paragraph – there seems to be a missing link between the systematic review findings 

and the development of this ABPI. This part is not well written  

Response: Thank you for your suggestion. We have rewritten the last paragraph (please see the 

yellow highlight on p.6).  

 

Methods:  

Comment: Will these patients be self-referrals, GP referrals, insurance?  

Response: These patients will be referred from an insurance company. We have added this 

information in the manuscript (please see yellow highlight on p. 8 line 150-151).  

 

Comments: More information is required on the 2 different interventions. Contemporary standard 

physiotherapy should have some behavioural components to it, how will this be differentiated? Will 

exercise be the same in both groups? What is the difference between the groups that we can infer 

any group differences will be due to? How many weeks does the intervention go for? How will 

exacerbations be addressed? Will both groups receive the same intervention? Are the 

qualifications/experience of the therapists the same for both groups? There is a lot lacking in these 

descriptions of interventions.  

Responses: Agree that the intervention should be described further. We have used the TIDier 

checklist to make our manuscript clearer (please see yellow highlight on p. 13-17).  

o Although some clinical guidelines have suggested some behavioural interventions in managing 

acute WADII, a substantial difference between the intervention arms is the employment of strategies 

emanating from social cognitive theory and focused on enhancing self-efficacy. This theoretical 

framework will be utilised to underpin and deliver the ABPI for acute WADII management.  

o As you know, we cannot prescribe any interventions for physiotherapy management. Normally, 

physiotherapists will manage their patients based on their findings and clinical reasoning. However, 

we can give guidance on how they manage their patients. For example, the ABPI tries to promote 
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active interventions with using some psychological strategies to reduce negative psychological 

impacts (e.g. unnecessary anxiety and fear avoidance) and to increase confidence in doing 

prescribed exercises and daily activities. Moreover, the ABPI provides phases or strategies for acute 

WADII management (please see Figure 2 and Table 3). Furthermore, underlying principles for acute 

WADII management will be provided to guide physiotherapists. The details of the ABPI are written in 

another manuscript which is currently under review for publication in a peer-reviewed journal. Table 3 

is presented for a summary of the ABPI in managing patients with acute WADII.  

o Patients may attend 6-8 treatment sessions based on individual physiotherapists’ assessment 

(please see the yellow highlight on p.13).  

o Physiotherapists in both arms have the minimal qualifications and experiences excepting the 

physiotherapists in the experimental arm will be trained for the ABPI (please see p.13).  

 

Comment: Line 311 “EuroQol-5 320 Dimensions (EQ-5D)” shouldn’t this be included in the outcome 

measurements. Has a health economist been consulted to ensure all data is being recorded to 

evaluate cost-effectiveness properly?  

Response: Yes, we have consulted a health economist. 

 

VERSION 2 – REVIEW 

REVIEWER Eva Rasmussen-Barr 
Karolinska Institutet, Sweden 

REVIEW RETURNED 16-May-2016 

 

GENERAL COMMENTS I find that the manuscript has improved and my questions are 
answered  

 

REVIEWER Shaun O'Leary 
University of Queensland, Australia 

REVIEW RETURNED 03-Jun-2016 

 

GENERAL COMMENTS I think the authors have done a good job in addressing the reviewers 
queries 
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