
PEER REVIEW HISTORY 

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.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) The Bluebelle study (Phase A): A mixed-methods feasibility study to 
inform an RCT of surgical wound dressing strategies 

AUTHORS Bluebelle study group, The; Rooshenas, Leila 

 

VERSION 1 - REVIEW 

REVIEWER Marissa Carter 
Strategic Solutions, Inc.  
USA 

REVIEW RETURNED 22-Jun-2016 

 

GENERAL COMMENTS The Bluebelle study group has accomplished something that is 
rarely done prior to conducting an RCT: informed input from 
practitioners and patients. The study was well conducted and I only 
have a few specific comments.  
1. Abstract. I might consider starting the first sentence thus: 
“Dressing primary surgical wounds is common…”  
2. P3, line 19-20: The highest rates of SSI (procedure area/type)… 
these are determined from the Cochrane report? Are there additional 
data that can be referenced from the UK, or other countries?  
3. P3, lines 20-23. The NIHR’s commissioned research brief—is it 
available on the Internet? If so, it ought to be referenced.  
4. P3. The authors mention the term “pilot’ RCT repeatedly 
throughout the manuscript, but it needs some further definition or 
explanation. Is it like a phase 2a/b trial? A mini-phase-3 trial, 
something else? Proof of concept maybe?  
5. P4, ii. How was final selection accomplished? Did you have an 
overall target N, or smaller target n’s?  
6. P4, ii. “The qualitative researchers obtained written consent to 
conduct and audio-record the interviews.” From whom? Patients, 
professionals, all…? Is missing something.  
7. P4, iii. Point of data saturation… one subject that provided no new 
themes, or a small number?  
8. P5, lines 2-3. What do you mean by “negative cases?”  
9. Table 3. Consider using Area instead of Specialty. (They are 
patients.)  
10. P7, line 5. …active properties? Is that a better phrase?  
11. P7, ii. Seems to be missing data from patients. No data?  
12. P8. Did responses vary according to whether the patient had 
already had surgery or not? Did any patients have more than one 
surgery?  
13. Table 4. Where would steristrips be classified?  
14. P11, end of parapraph. End with 28% getting glue.  
15. P12, line 1. Indicated rather than indicted?  
16. P12, “The main outcomes…” I didn’t understand this sentence at 
all. I would have expected some outcomes like infection rates, 
healing data, etc. Am I missing something?  

 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-2016-012635 on 22 S

eptem
ber 2016. D

ow
nloaded from

 
 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-2016-012635 on 22 S
eptem

ber 2016. D
ow

nloaded from
 

 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-2016-012635 on 22 S

eptem
ber 2016. D

ow
nloaded from

 

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


17. P12, line 32. “…primary surgical wound care.” Better? 

 

REVIEWER Andre Mihaljevic 
Department of Surgery, University Hospital Heidelberg, Im 
Neuenheimer Feld 110, 69120 Heidelberg, Germany 

REVIEW RETURNED 25-Jun-2016 

 

GENERAL COMMENTS I would like to thank the authors of the Bluebelle Study group for 
their mixed-method study on surgical wound dressings. The group 
aims to eventually conduct a randomized-controlled trial (RCT) 
comparing different types of wound dressings following abdominal 
and gynaecologic surgery and their influence on surgical site 
infections (SSI). To this end the group members now have 
conducted a mixed-method study involving semi-structured 
interviews and reviews of the document-analysis of the British 
National Formulary (BNF) in 6 UK hospitals. The study participants 
included 51 patients and 92 professionals.  
 
The authors are addressing an important question, as SSIs remain 
one of the most frequent complications in surgery and cause 
substantial morbidity, cost and even mortality. Furthermore, the lack 
of evidence for surgical wound dressings has been highlighted by a 
recent Cochrane review.  
The manuscript adheres to COREQ reporting guidelines, is of sound 
methodological quality and well written.  
 
I have the following comments:  
• Introduction, p. 3, “Millions of operations are performed daily 
worldwide.” Please forgive for being over-precise: an estimated 
234,2 million surgeries are performed annually resulting in more 
than 7 million complications worldwide making it less than a million 
surgeries per day (Weiser TG, et al. An estimation of the global 
volume of surgery: a modelling strategy based on available data. 
The Lancet. 2008;372: 139–144.).  
• Please, briefly explain BNF for non-UK readers.  
• Interviews were conducted across six University and district NHS 
hospitals in the South West and Midlands regions of England. Are 
these hospitals and their surgical services representative of the UK 
health care system? Are results generalizable to other countries 
(external validity)? To this end please include more information on 
the hospitals and services: How many primary, secondary, tertiary 
care centres were included? Number of colorectal/upper GI/ 
Gynaecology cases etc.? How many laparoscopic vs. open cases 
etc. Surgeons specialized in minimal invasive surgery might have a 
different take on SSI than surgeons performing predominantly open 
surgery etc.?  
• Please give more details on the ‘topic guide’ that was used in all 
interviews. Which topics were covered? As this ‘topic guide’ evolved 
during the study, please specify which topics were added or dropped 
during the study period (e.g. add all versions of the topic guide as 
supplement material).  
• Were the interviewers trained prior study initiation to ensure 
comparable interviewing techniques?  
• How do the authors explain the wide range of interview durations 
(15-60 min)?  
• All patients interviewed were over 18 years of age, while at the 
same time professionals from paediatric wards were interviewed. 
Please explain this discrepancy. Will the planned RCT include 
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children?  
• Unfortunately, the study gives no data on the types and frequency 
of dressing-use in abdominal surgery as this data is reported 
elsewhere. The manuscript would have benefited from this 
information as only the two results together give a coherent picture.  
• How are the authors planning to treat wound exudate in the “no 
dressing” arm in their future trial? Were there any proposals form 
professionals/patients in regard to this question?  
• Where methods against biased discussed? E.g. Practicality of 
photo documentation?  
• Was the timing of wound dressing changes explored? E.g. 
dressing changes every 24 or every 48 hours or dependent on 
cleanness? How long were dressings left on abdominal wounds?  
• Was the technique of dressing changes explored? E.g. with sterile 
gloves vs. non-sterile gloves? With disinfection vs. without? Who 
performs the dressing changes? Nurses vs. qualified wound nurses 
vs. residents vs. consultants?  
• Were skin closure techniques covered in the interviews? E.g. 
Staples vs. sutures? From experience many patients ask for wound 
dressing in the case of sutures, as sutures “stick out” and rub 
against shirts and gowns.  
• As this study involved professionals as well as patients, it would be 
interesting to know if there were topics which were raised by patients 
exclusively, i.e. where missed by professionals.  
• In my opinion the definitions proposed by the authors (“bluebelle 
dressing categories”) are of major importance. However, the 
proposed categories leave some questions: how, for example, are 
Steri-Strips considered in this context? Could example 
photos/pictures of dressing types improve understandability 
(supplement) especially for non-UK readers as products are 
marketed differently in other countries?  
• The authors point out that in their future pilot trial the main 
outcomes will include whether a patient is eligible, randomized, and 
retained at 30 days post-surgery. However, SSIs should be recorded 
for > 30 days in the case of foreign body implantation (e.g. mesh) 
(CDC definition).  
 
We believe this is an important manuscript that should be accepted 
for publication with minor revisions as it highlights how pre-trial 
qualitative research can improve the design of RCTs. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

Reviewer Name: Marissa Carter  

Institution and Country: Strategic Solutions, Inc., USA  

Competing Interests: None declared.  

 

The Bluebelle study group has accomplished something that is rarely done prior to conducting an 

RCT: informed input from practitioners and patients. The study was well conducted and I only have a 

few specific comments.  

 

Thank you - we were encouraged by the positive review, and found the suggestions very helpful.  

 

1. Abstract. I might consider starting the first sentence thus: “Dressing primary surgical wounds is 

common…”  

Thank you. We have changed the wording, as recommended (Page 2 of revised *track changed* 
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manuscript). (Please note: all of the page references mentioned from here onwards related to the 

'track changed' manuscript, to ease identification of edited text).  

 

2. P3, line 19-20: The highest rates of SSI (procedure area/type)… these are determined from the 

Cochrane report? Are there additional data that can be referenced from the UK, or other countries?  

We have included a reference to support this statement. We have also explained that the funder’s 

commissioned brief specified abdominal (including caesarean section) procedures. (Page 4 of revised 

manuscript, under ‘i. Context’)  

 

3. P3, lines 20-23. The NIHR’s commissioned research brief—is it available on the Internet? If so, it 

ought to be referenced.  

The brief is no longer available online, but we have now included a copy as supplementary material 

(‘supplementary information 1’). (Page 3 of revised manuscript, second paragraph of ‘Introduction’)  

 

4. P3. The authors mention the term “pilot’ RCT repeatedly throughout the manuscript, but it needs 

some further definition or explanation. Is it like a phase 2a/b trial? A mini-phase-3 trial, something 

else? Proof of concept maybe?  

A ‘pilot’ RCT in this instance was defined as a small scale version of a larger definitive RCT, run with 

the intention of testing how the components of a main RCT would work in practice. This is the 

National Institute for Health Research (NIHR) definition, which is now cited in the revised manuscript. 

This citation also contrasts the objectives of a feasibility study and a pilot trial; the Bluebelle study 

investigated both feasibility objectives (mainly Phase A) and included a pilot trial (mainly Phase B). 

(Page 3 of revised manuscript, second paragraph of ‘Introduction’)  

 

5. P4, ii. How was final selection accomplished? Did you have an overall target N, or smaller target 

n’s?  

We have added the following detail (in bold) to the revised manuscript, to elaborate on the process of 

achieving ‘data saturation’:  

 

“Sampling and data collection ceased at the point of data saturation, defined as the point at which no 

new themes emerged from three consecutive interviews (assessed separately for patients and health 

care professionals).”  

 

(Page 4 of revised manuscript, under ‘ii. Sampling and recruitment’)  

 

6. P4, ii. “The qualitative researchers obtained written consent to conduct and audio-record the 

interviews.” From whom? Patients, professionals, all…? Is missing something.  

The qualitative researchers obtained written consent from patients and health care professionals to 

conduct and audio-record the interviews. This has been clarified in the revised manuscript.  

(Page 4 of revised manuscript, under ‘ii. Sampling and recruitment’)  

 

7. P4, iii. Point of data saturation… one subject that provided no new themes, or a small number?  

This has now been clarified (see 5 above).  

 

8. P5, lines 2-3. What do you mean by “negative cases?”  

This refers to participants whose views did not align with the major themes reported. We have added 

this detail in brackets to the revised manuscript.  

(Page 5 of revised manuscript, under ‘iv. Analysis’)  

 

9. Table 3. Consider using Area instead of Specialty. (They are patients.)  

Agreed. We have amended the table column heading to state ‘Number of patients interviewed, 

categorised according to type of surgery received’.  

 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-2016-012635 on 22 S

eptem
ber 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/


(Page 6 of revised manuscript, Table 3)  

 

10. P7, line 5. …active properties? Is that a better phrase?  

Yes, we agree this is more appropriate – thank you. We have amended accordingly.  

(Page 7 of revised manuscript, under ‘ii. Adult surgery’)  

 

11. P7, ii. Seems to be missing data from patients. No data?  

We agree that patients’ interpretations and understandings of current practice would have been an 

interesting angle to consider, though this was not pertinent to the study aims. This sub-section of the 

manuscript (entitled ‘current practice and clinical equipoise’) was based solely on clinical 

professionals’ views. We did not specifically explore patients’ perceptions of why dressings are used; 

rather, the patient interviews focused on the acceptability of being asked to potentially forego a 

dressing (reported in the ‘acceptability’ section).  

 

12. P8. Did responses vary according to whether the patient had already had surgery or not? Did any 

patients have more than one surgery?  

The responses did not vary according to whether patients had undergone surgery. Patients’ reactions 

to the prospect of randomisation did not vary according to timing of surgery, or the type of surgery 

received. This may have been a reflection of the fact that most patients had some experience of 

having a ‘wound’ – whether this was in relation to the surgical procedure in question, or prior 

operations/injuries.  

 

13. Table 4. Where would steristrips be classified?  

Steri-strip classification would depend on how the product is applied, and the extent to which it covers 

the wound. We have added notes to the ‘no dressing’ and ‘dressing’ definitions in table 4 (pages 10-

11 of revised manuscript), explaining the conditions under which Steri-strips could fall under either 

category (also shown below).  

“No dressing - Note: Steri-strips would fall under this category if they do not cover the entire wound.”  

“A ‘simple’ dressing - Note: Steri-strips would fall under this category if they cover the entire wound.)”  

 

14. P11, end of parapraph. End with 28% getting glue.  

We agree that the additional detail is not needed, and have deleted accordingly.  

(Page 12 of revised manuscript)  

 

15. P12, line 1. Indicated rather than indicted?  

Thank you - we have amended this error.  

(Page 12 of revised manuscript)  

 

16. P12, “The main outcomes…” I didn’t understand this sentence at all. I would have expected some 

outcomes like infection rates, healing data, etc. Am I missing something?  

We suspect this comment may now be addressed through our elaboration of the aims/remit of a ‘pilot 

RCT’ (i.e. according to the NIHR definition). In line with this definition, the main outcomes of the pilot 

RCT relate to measures of recruitment, retention, and other markers of the success of the pilot trial. 

Data on SSI rates were not intended to be compared across the dressing groups, as the pilot RCT is 

not powered to draw any conclusions about the comparative effectiveness of the dressing strategies. 

This will be assessed in a future definitive RCT. Having said that, one objective of the pilot is to 

assess whether SSIs can be measured. We have therefore specified this in the revised manuscript, 

as follows:  

The pilot RCT will also seek to examine the feasibility of collecting complete and valid data for 

outcomes (e.g. SSI rates) that will potentially be used in a subsequent large trial (as developed in 

Phase A).  

(Page 12 of revised manuscript, ‘5. Final trial design’)  

 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-2016-012635 on 22 S

eptem
ber 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/


 

Sometimes, researchers use pilot trials to estimate the likely/possible target difference for a future 

power calculation in a main trial. We do not regard this as appropriate; we contend that the target 

difference should be chosen in relation to what constitutes the minimum clinical/policy relevant 

difference, which can only ever be informed by judgement/opinion. We understand that the term pilot 

RCT is sometimes used in diverse ways and that this can cause confusion. We are grateful for the 

reviewer pointing out this issue, thus prompting us to be explicit about the particular definition we 

have used and its source.  

 

17. P12, line 32. “…primary surgical wound care.” Better?  

Agreed- thank you.  

(Page 13 of revised manuscript)  

 

Reviewer: 2  

Reviewer Name: Andre Mihaljevic  

Institution and Country: Department of Surgery, University Hospital Heidelberg, Heidelberg, Germany  

Competing Interests: none declared  

 

I would like to thank the authors of the Bluebelle Study group for their mixed-method study on surgical 

wound dressings. The group aims to eventually conduct a randomized-controlled trial (RCT) 

comparing different types of wound dressings following abdominal and gynaecologic surgery and their 

influence on surgical site infections (SSI). To this end the group members now have conducted a 

mixed-method study involving semi-structured interviews and reviews of the document-analysis of the 

British National Formulary (BNF) in 6 UK hospitals. The study participants included 51 patients and 92 

professionals.  

 

The authors are addressing an important question, as SSIs remain one of the most frequent 

complications in surgery and cause substantial morbidity, cost and even mortality. Furthermore, the 

lack of evidence for surgical wound dressings has been highlighted by a recent Cochrane review.  

The manuscript adheres to COREQ reporting guidelines, is of sound methodological quality and well 

written.  

Thank you very much for the encouraging feedback.  

 

I have the following comments:  

• Introduction, p. 3, “Millions of operations are performed daily worldwide.” Please forgive for being 

over-precise: an estimated 234,2 million surgeries are performed annually resulting in more than 7 

million complications worldwide making it less than a million surgeries per day (Weiser TG, et al. An 

estimation of the global volume of surgery: a modelling strategy based on available data. The Lancet. 

2008;372: 139–144.).  

We are grateful for this reference, and thank the reviewer for highlighting this important point. We 

have amended the manuscript to specify ‘annually’ rather than ‘daily’.  

(Page 3 of revised *track changed* manuscript) (please note: all of the page references mentioned 

from here onwards related to the 'track changed' manuscript, to ease identification of edited text).  

 

• Please, briefly explain BNF for non-UK readers.  

The BNF is spelt out in full as the ‘British National Formulary’ (with a citation) in the original 

manuscript. We have included the following in the revised manuscript, to offer further explanation:  

The BNF is a pharmaceutical reference book, available in print and online, which sets out legal and 

professional guidelines on prescribing medicines. Information within the BNF includes: names, legal 

classification, recommended doses, indication(s)/contraindications, side effects, and prices of 

medicinal products.  

(Page 3 of revised manuscript, under ‘Methods’)  
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• Interviews were conducted across six University and district NHS hospitals in the South West and 

Midlands regions of England. Are these hospitals and their surgical services representative of the UK 

health care system? Are results generalizable to other countries (external validity)? To this end please 

include more information on the hospitals and services: How many primary, secondary, tertiary care 

centres were included? Number of colorectal/upper GI/ Gynaecology cases etc.? How many 

laparoscopic vs. open cases etc. Surgeons specialized in minimal invasive surgery might have a 

different take on SSI than surgeons performing predominantly open surgery etc.?  

We thank the reviewer for these helpful recommendations. The comments have prompted additions to 

the ‘strengths/limitations’ section of the manuscript. In brief, the centres selected for this phase 

(Phase A) of the overall Bluebelle study are those in which we had planned to conduct the pilot RCT 

(Phase B). The centres were thus selected with the broader endeavour of assessing RCT conduct in 

mind. This overall aim was anticipated to require detailed monitoring of trial processes, thus requiring 

centres that were easily accessible to the research team. These were university-teaching hospitals 

(providing secondary and tertiary care). There was also an intention to deliver the pilot RCT in 

hospitals that were not closely affiliated with the universities (‘district hospitals’), with a view to 

maximising opportunities to investigate ‘local issues’ that might impede trial conduct. This improved 

the transferability of the qualitative findings. However, as is always the case with qualitative research, 

we cannot make claims of wider generalisability. What was reassuring, however, was that the key 

issues emerging from the qualitative research were further supported through the survey of wound 

dressing practices, which was more extensive (covering 25 hospitals).  

Based on the above, we have included the following sentences to explain centre selection in the 

revised manuscript:  

“Interviews were conducted across three University-teaching NHS hospitals and three district NHS 

hospitals in the South West and Midlands regions of England. These hospitals were selected on the 

basis of practical considerations (distance from the institutions hosting the research), and an intention 

to include a mix of centres (in terms of university-teaching status).”  

(Page 4 of revised manuscript, under ‘i. Context’)  

 

Ideally, if time and resources were not as constrained, a mix of hospitals would have been selected 

on the basis of the factors that the reviewer suggests. This has been noted in the limitations section, 

as shown below:  

“Finally, whilst the insights emerging from this study would not have been possible without in-depth 

qualitative investigation, it should be noted that the findings are limited to UK secondary and tertiary 

care hospitals. It is also possible that clinicians’ perspectives may differ on the basis of the volume 

and nature of procedures they predominantly conduct (e.g. laparoscopic vs. open surgery). The 

clinicians we interviewed routinely performed both types of operation, though it is possible that their 

activities (and thus experiences) were weighted towards a particular type of operation. If time and 

resources were not constrained, sampling would have taken place across a larger number of centres, 

to provide opportunities to build a more comprehensive sample that offers maximum variation on the 

basis of surgical sub-speciality and volume of activity.”  

(Pages 13-14 of revised manuscript- bottom of page 13, and top of page 14)  

 

 

• Please give more details on the ‘topic guide’ that was used in all interviews. Which topics were 

covered? As this ‘topic guide’ evolved during the study, please specify which topics were added or 

dropped during the study period (e.g. add all versions of the topic guide as supplement material).  

As requested, we have included all iterations of the topic guides as supplementary information 

(supplementary information 3).  

(Page 5 of revised manuscript- top paragraph)  

 

• Were the interviewers trained prior study initiation to ensure comparable interviewing techniques?  
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The interviewers were not ‘trained’ as such, as all had post-doctoral experience of conducting 

qualitative interviews in various health care contexts. However, the interviewers met regularly prior to, 

and during, data collection. The following extract has been added to the ‘data collection’ section of the 

revised manuscript, to provide further information around interview technique:  

“The interviewers regularly discussed interview content and technique during team meetings. This 

ensured that difficult trial concepts, such as ‘outcome measures’, were explained consistently across 

interviews. The team also agreed upon particular strategies for building rapport with patients. For 

example, although interviews focused on dressing-related issues, there was agreement that 

researchers would begin interviews with open-ended questions about the patients’ experiences of 

clinical care/recovery/symptoms.”  

(Page 5 of revised manuscript- top paragraph)  

 

• How do the authors explain the wide range of interview durations (15-60 min)?  

To clarify, we have separated out the timings for patient and clinician interviews, and specified the 

precise timings (13-50 minutes for patients, and 17-67 minutes for clinical professionals). Variability in 

staff interviews was largely due to differences in clinical professionals’ time constraints. Variability in 

patient interviews reflected differences in individuals’ personal experiences of surgery, and the type of 

surgery they had undergone/were scheduled to undergo. These details had implications for patients’ 

reported experiences of wound healing. Furthermore, as is often the case with qualitative research, 

interview participants naturally differed in the extent to which they spoke about their views and prior 

experiences, with some individuals offering more detail, and speaking more extensively, than others. 

This detail has been added to the revised manuscript.  

(Pages 4-5 of revised manuscript- bottom of page 4, and top of page 5)  

 

• All patients interviewed were over 18 years of age, while at the same time professionals from 

paediatric wards were interviewed. Please explain this discrepancy. Will the planned RCT include 

children?  

The planned RCT will not include children. This is why paediatric patients (and/or their parents) were 

not interviewed. Interviews were, however, conducted with paediatric staff to understand clinical 

professionals’ theories and perspectives on the rationale for dressing use (or non-use). The following 

detail hopefully clarifies this:  

“Although we did not plan to include children in the pilot RCT, interviews were also conducted in 

paediatric surgery (in two sites) because anecdotal information indicated that dressings were not 

routinely used in paediatrics. The adult versus paediatric comparison provided the potential to further 

the team’s understanding of rationales for and against dressing use.”  

(Page 4 of revised manuscript- under ‘i. Context’)  

 

• Unfortunately, the study gives no data on the types and frequency of dressing-use in abdominal 

surgery as this data is reported elsewhere. The manuscript would have benefited from this information 

as only the two results together give a coherent picture.  

The focus of this article is about how the qualitative research informed changes to trial design (in 

addition to the need for further investigations, one of which was the survey of dressing use). However, 

we agree that an overall picture of the frequency of dressing use in abdominal surgery is useful here, 

despite being published elsewhere. We have summarised this as follows on page :  

“In summary, of the 1794 wounds surveyed, 1706 (96%) received a dressing, and 63 (4%) did not 

receive a dressing.”  

(Page 11 of revised manuscript- ‘i. relevance of ‘simple’ and ‘complex’ dressings’)  

 

• How are the authors planning to treat wound exudate in the “no dressing” arm in their future trial? 

Were there any proposals form professionals/patients in regard to this question?  

This additional detail will be provided in the forthcoming published protocol for the pilot RCT, but we 

have included some information in the revised manuscript (under ‘Final trial design’), as follows:  
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“In the event of wound exudate or bleeding, a simple gauze swab can be applied to the area that is 

oozing/bleeding. This swab may be taped in place temporarily (but not around its entire perimeter), 

and will not have therapeutic properties.”  

(Page 12 of revised manuscript- ‘5. Final trial design’)  

 

• Where methods against biased discussed? E.g. Practicality of photo documentation?  

The strategies to deal with bias in the reporting of this manuscript (i.e. the qualitative pre-trial study) 

are covered in the ‘Methods’ section (e.g. double coding, proactively searching for negative cases that 

do not align with commonly emerging themes). We therefore interpreted this comment to be about the 

pilot RCT itself. Issues of bias relating to the pilot RCT will be covered in the forthcoming protocol 

publication, and a separate manuscript which reports on novel methodological approaches to 

assessing performance bias (currently in preparation). We have included a little detail in this 

manuscript (under ‘Final trial design’), as follows:  

“ The pilot RCT will also seek to examine the feasibility of collecting complete and valid data for 

outcomes (e.g. SSI rates) that will potentially be used in a subsequent large trial (as developed in 

Phase A). Wounds will be examined by blinded assessors in both the pilot and future main RCT. The 

pilot RCT will also include a nested methodological study to assess whether knowledge of treatment 

allocation influences surgeons’ approaches to wound closure. This will have implications for designing 

approaches to minimising performance bias in a future definitive RCT.”  

(Page 12 of revised manuscript- ‘5. Final trial design’)  

 

• Was the timing of wound dressing changes explored? E.g. dressing changes every 24 or every 48 

hours or dependent on cleanness? How long were dressings left on abdominal wounds?  

• Was the technique of dressing changes explored? E.g. with sterile gloves vs. non-sterile gloves? 

With disinfection vs. without? Who performs the dressing changes? Nurses vs. qualified wound 

nurses vs. residents vs. consultants?  

The two comments above are addressed together. These issues were explored in the clinical 

professional interviews, and will be reported in full in a forthcoming publication that reports on current 

wound management practices. The current manuscript focuses on how pre-trial investigation informed 

changes to anticipated RCT design. The intricacies of current wound management (other than 

dressing use/non-use) did not have any implications for the design of a future pragmatic RCT, and 

have therefore not been reported here in the interest of preserving the focus and succinctness of the 

manuscript.  

• Were skin closure techniques covered in the interviews? E.g. Staples vs. sutures? From experience 

many patients ask for wound dressing in the case of sutures, as sutures “stick out” and rub against 

shirts and gowns.  

Wound closure techniques were discussed as emerging issues, through participants’ responses to 

open-ended questions about wound-dressing practices. Some of our findings aligned with the 

reviewer’s experiences (i.e. where we note that some participants were concerned about the ‘wound’ 

catching on clothing etc.). We have amended this sentence to specify that we are referring to the 

‘wound closure material’, specifically.  

“Some raised the possible practical consequences of foregoing a dressing (e.g. wound closure 

materials catching on clothing…).”  

(Page 9 of revised manuscript- top of the page)  

 

• As this study involved professionals as well as patients, it would be interesting to know if there were 

topics which were raised by patients exclusively, i.e. where missed by professionals.  

We did not find any issues that were ‘exclusive’ to patient interviews, as far as issues of wound 

management/dressings were concerned. This might have reflected the focused nature of patient 

interviews (i.e. covering ‘dressing issues’ specifically, rather than wider aspects of clinical care). 

Nurses in particular anticipated most of the issues that emerged from patient interviews, having first-

hand experience of the practicalities of post-surgical wound management for a range of surgical 
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procedures. Nurses’ assumptions about the types of issues patients might raise were based on their 

own experiences. Most of these issues naturally arose (without prompting) from patient interviews. 

This leant a degree of reliability to the key findings reported (i.e. ‘source triangulation’).  

 

• In my opinion the definitions proposed by the authors (“bluebelle dressing categories”) are of major 

importance. However, the proposed categories leave some questions: how, for example, are Steri-

Strips considered in this context? Could example photos/pictures of dressing types improve 

understandability (supplement) especially for non-UK readers as products are marketed differently in 

other countries?  

Thank you for this comment. As advised, we have added a note to the ‘dressing definitions’ table to 

clarify how Steri-strips would be classified under the Bluebelle dressing categories. This explains that 

Steri-strips would constitute a ‘dressing’ if they cover the entirety of a wound (as might be the case for 

very small incisions). If Steri-strips do not fully cover a wound (i.e. there are gaps, where parts of the 

wound are exposed), this would qualify as an ‘undressed wound’ (i.e. ‘no dressing’ scenario).  

(Page 10-11 of revised manuscript- Table 4)  

We agree that illustrative photographs would be very helpful. We are currently in the process of 

creating photographs to capture various wound dressing scenarios, to illustrate some of the 

dimensions of the ‘Bluebelle dressing definitions’ the reviewer has drawn attention to (e.g. extent of 

wound coverage issues, adherence around the perimeter of the dressing, etc.). There are various 

ethical and legal processes that need to be met before such images can be published. We are 

therefore planning to include this work with the forthcoming protocol for the pilot RCT.  

 

• The authors point out that in their future pilot trial the main outcomes will include whether a patient is 

eligible, randomized, and retained at 30 days post-surgery. However, SSIs should be recorded for > 

30 days in the case of foreign body implantation (e.g. mesh) (CDC definition).  

This is a very good point that is directly relevant to the future pilot RCT protocol. We thank the 

reviewer for noting that SSI should be recorded for longer than 30 days in procedures where 

prostheses are used (e.g. hip replacement). At the moment we do not have plans to include patients 

with prostheses in the pilot or main RCT because of the added risks of infection. The only patients 

with any foreign material being implanted that we plan to include are those have simple mesh used in 

hernia repairs. In this group of patients standard 30 day SSI rates are usually still reported. Therefore 

currently we do not plan to extend follow up beyond 30 days.  

 

 

We believe this is an important manuscript that should be accepted for publication with minor 

revisions as it highlights how pre-trial qualitative research can improve the design of RCTs.  

Thank you for this comment. We are also grateful for the helpful feedback and recommendations for 

improvement. 

VERSION 2 – REVIEW 

REVIEWER Marissa J Carter 
Strategic Solutions, Inc., USA 

REVIEW RETURNED 31-Jul-2016 

 

GENERAL COMMENTS All my comments have been addressed; thank you.  

 

REVIEWER André Mihaljevic 
Department of Surgery, University Hospital Heidelberg, Heidelberg, 
Germany 

REVIEW RETURNED 01-Aug-2016 
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GENERAL COMMENTS All my comments were addressed appropriately and I recommend 
the manuscript for publication as is.   
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