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ABSTRACT 

Objectives: To develop outcome measures to assess practical wound management issues 

and symptoms associated with closed primary surgical wounds and dressings.  

Design: Mixed methods, including cognitive interviews and literature searches. 

Setting: Five UK hospitals. 

Participants: Sixty-four patients and 15 health care professionals from abdominal general 

surgical specialities and obstetrics (caesarean section). 

Methods: Measures were developed according to standard guidelines including a literature 

review and semi-structured interviews to identify issues relevant to patients’ experiences of 

surgical wounds and dressings. These were written into provisional questionnaire items for a 

single outcome measure. Cognitive interviews with patients and health care professionals 

assessed face validity, acceptability and relevance. Findings from interviews were regularly 

shared with the study team who suggested amendments to modify and reword items to 

improve understanding before further iterative testing with patients and health care 

professionals. 

Results: Analyses of existing literature and interviews produced a total of 69 issues related 

to practical issues and patient experiences of primary surgical wounds and dressings. Pre-

testing and iterative revision established the need for two separate measures. One measure 

addresses health care professionals’ experience of would management in two key areas: 

exudate and its impact, and allergic reactions to the dressing. The other measure addresses 

patients’ experience of wounds in seven key areas: wound comfort, dressing removal, 

dressings to protect the wound, impact on daily activities, ease of movement, anxiety about 

the wound and satisfaction with dressing. Each measure took less than five minutes to 

complete and were understood and acceptable to patients and health care professionals. 

Conclusion: This in-depth study has developed measures to assess practical wound 

management issues and symptoms and patient experience associated with primary surgical 

wounds to use for studies of wound dressings. Further work to test their validity and 

reliability and application to other settings is now required.   

 

STRENGTHS AND LIMITATIONS OF THIS STUDY 

• This is the first study to explore the important issues related to the practical 

management of primary surgical wounds and patient experience immediately 

following surgery. 
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• This study used robust methods to identify key issues of outcome that should be 

assessed in future randomised controlled trials of wound dressings. Interviews 

provided a rich account of the key factors that affected wound management and patient 

experience while a purposeful sampling strategy ensured that perspectives were 

captured from a range of participants. Data produced from the interviews were 

supplemented by an extensive literature search to ensure a comprehensive list of issues 

was considered.   

• Future work is needed to test the reliability, validity and sensitivity to change of the 

new measures.  
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INTRODUCTION 

An estimated 234 million major surgical procedures are undertaken every year worldwide 

[1]. It is common practice to apply dressings over the closed wound in adult surgery and 

many different dressing types are available [2]. Whilst the role of dressings in covering 

primary surgical wounds in reduction of rates surgical site infection (SSI) is unclear, it is 

recognised that they are important for patient comfort and management of wound exudate in 

the early post-operative period [3].  

 

A recent Cochrane systematic review summarised data relating to wound dressings and risk 

of SSI in primary surgical wounds. No evidence was found to suggest that any type of 

dressing significantly reduced the risk of developing an SSI compared with leaving wounds 

exposed; neither was there any benefit associated with particular dressings [2]. The authors 

concluded that decision-making around dressings may need to be informed by costs and 

practical issues. The review highlighted that measures for assessment of wound cosmesis (in 

the longer term) are available [4, 5]. It reported, however, that measurement of wound issues 

such as exudate and patient experience is difficult because of a lack of well-developed and 

validated measurement tools. 

 

In the past, outcome measures were often derived from clinicians’ views, rather than 

patients’, on issues of importance [6]. However, more recently, a patient-centred approach 

has been advocated [7]. This has resulted in the increasing use of patient-reported outcome 

measures (PROMs) in clinical trials and usual clinical practice [8]. The development of 

PROMs may include use of qualitative research methods that provide the opportunity to 

elicit and characterise patients’ experiences of their health conditions and treatment. 

Qualitative methods can also define health care professionals’ experiences of care and 

management. [9], which can be supplemented by expert input and studies in published 

literature [10]. This paper describes the development of measures to assess practical wound 

management issues, symptoms and patient experience associated with primary surgical 

wounds. 

 

METHODS 

Study design 

Measures were developed according an existing framework for developing PROMs [11, 12], 

also incorporating guidance on eliciting health domain concepts using qualitative 

methodologies [9, 10]. The study is reported according to qualitative reporting guidelines 
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(See Additional File 1). Phase 1 aimed to produce a comprehensive list of potential issues 

relating to wound and dressing experience and practical management issues. Phase 2 

developed issues identified from Phase 1 into questionnaire items. Phase 3 evaluated the 

measures for acceptability and relevance using cognitive interviews with patients and health 

care professionals. The final part of development (phase 4) consisted of psychometric testing 

and will be reported elsewhere. Phases 1 to 3 were overseen by a working group (DE, JB, 

LR, RM, CMM) that was part of the Bluebelle study management group. The management 

group met before and between each phase to discuss progress and make decisions about how 

the measures should be adapted. Ethical approval was provided by the NHS Health Research 

Authority NRES Committee London – Camden & Kings Cross (14/LO/0640). Written 

informed consent was provided by all participants. 

 

Phase 1: Generation of relevant issues 

1.1 Interviews 

Participants were recruited as part of a wider feasibility study to explore whether a trial 

comparing different types of dressings, and dressing versus no dressings, is possible (The 

Bluebelle study: a feasibility study of three wound dressing strategies in eLective and 

unplanned surgery, HTA - 12/200/04 [14,15]. Eligible patients had undergone abdominal 

general surgery or caesarean section were identified and approached by research nurses and 

surgical trainees (NB, DM). DE, CMM and LR contacted interested patients to arrange 

interviews. A purposeful sampling strategy ensured that perspectives were captured from a 

range of participants [10]. Within this sampling approach, maximum variation was sought in 

relation to age, gender, ethnicity, type of surgery, dressing type and location.  

 

Interviews were conducted with patients to explore and characterise experiences of wounds 

and dressings by LR, DE and CMM. A topic guide was developed (based on literature and 

views of health care professionals in the Bluebelle study team) to ensure that discussions 

covered the same core issues but with sufficient flexibility to allow new issues of importance 

to the informants to emerge (See Additional File 3).  

 

Interviews were audio-recorded and transcribed in full. Transcripts were imported into 

NVivo (version 10). All data relating to outcomes and issues of importance to patients that 

were relevant to dressing use and the practical management of the wound in the initial time 

period post-surgery were assigned labels (coded) by DE or CMM. Data were analysed using 

techniques of constant comparison derived from grounded theory methodology, and 
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emerging codes across the dataset were then compared to look for shared or disparate views 

among participants [16]. A subset of approximately half of the interviews (n = 19) was 

double coded by a third researcher (LR) to highlight any differences in the interpretation of 

codes [9]. Data collection and analysis continued until the team were confident that 

saturation had been reached i.e. no more patterns or themes emerged from the data. 

 

1.2 Literature search to identify existing tools  

Three systematic reviews [17-19] were used to identify RCTs that included outcomes 

relating to wounds and dressings. Papers were scrutinised for outcomes relating to practical 

wound management or symptoms and patient experience. RM and JB extracted data 

including verbatim descriptions of these outcomes, and when and how they were measured. 

 

1.3 Synthesis of literature and qualitative data  

A list of issues from the analysis of the interviews and literature search was collated into an 

item tracking matrix [20]. DE, JB, LR, RM and CMM agreed on a set of words or phrases to 

reflect each issue and also noted additional phrasing made by participants in a subsequent 

column [9]. Issues which were conceptually similar were organised into categories. For 

instance, issues such as ‘itchiness/irritation’, ‘presence of pulling sensation’, and ‘tightness 

of wound’ were mapped into a ‘wound comfort’ category.  

 

Phase 2: ‘Operationalisation’: Construction of a provisional measure 

DE, JB, LR, RM and CMM used the item tracking matrix to agree which issues should be 

written into questionnaire items. Items featured words and phrases used by patients in the 

interviews to enhance content validity [10, 21].  

 

Phase 3: Pre-testing 

DE, CMM and CM conducted face-to-face cognitive interviews with a new sample of 

patients who had undergone surgery. Patients who had undergone abdominal general surgery 

or caesarean section at one of five hospitals in two cities in the UK were identified and 

approached by research nurses and surgical trainees (NB, DM). DE, CMM and CM 

contacted interested patients to arrange interviews. Health care professionals involved in 

post-surgical care from the participating hospitals trusts were approached directly by the 

qualitative team (DE, CMM, CM). As in Phase 1, sampling was purposeful to achieve 

maximum variation in relation to clinical role, age, gender and geographic location (for 
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health care professionals) and age, gender, ethnicity, type of surgery, dressing type and 

location (for patients). 

 

Interviews explored the acceptability of the measure and coverage of patients and health 

care professionals’ concerns (in terms of language, accuracy, and relevance) as well as 

layout [10]. During each interview, participants were asked to complete the measure by 

reading each item aloud and commenting on their understanding. Interviews were guided by 

a series of probes (e.g. ‘What does this item mean to you?’, ‘Are there other ways you would 

describe it?’; [22]). Participants’ body language was also observed and prompted further 

discussion about specific items (such as the participant nodding in agreement or frowning) 

[9]. A copy of the topic guide is available (See Additional File 3). 

 

DE, CM and MMM maintained detailed field notes from each interview, describing 

suggestions for modifications and improvements to the provisional measures. 

Operationalisation and modification of the measures was an iterative process. Findings from 

cognitive interviews and suggestions for amendments were regularly disseminated to the 

Bluebelle Trial Management group (TMG), which consisted of a multidisciplinary group of 

health care professionals, including surgeons, health services researchers and research 

nurses. Each stage of feedback informed amendments to modify and reword items to 

improve understanding, which was repeated following efforts to revise questions and 

eliminate problems [22]. This process continued until no new issues were identified and no 

further refinements were believed to be necessary. 

 

RESULTS 

Phase 1: Generation of relevant issues 

1.1 Interviews 

Semi-structured face-to-face or telephone interviews were conducted between July 2014 and 

July 2015 (n= 39). Interviews lasted an average of 25 minutes (range = 15–50 minutes). The 

sample consisted of 24 women and 15 men, who mostly described themselves as white 

British (90%). They had a mean age of 56 years (range 41-88 years). Participants were 

recruited from five hospitals in two cities in the UK, and had either undergone abdominal 

general surgery (74%) or a caesarean section (26%). Participant demographics for Phase 1 

interviews are shown in Table 1. 
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Table 1: Demographics of participants’ interviews in Phases 1 and 3 

 Phase 1: Phase 3: 

 
Generation of relevant 

issues 
Pre-testing 

Qualitative interviews  

(n = 79) 
39 patients 25 patients 

15 health care 

professionals 

Age 

(years) 

Range 22-88 19-76 23-60 

Mean 56 54 41 

Sex 
Female 27 12 13 

Male 12 13 2 

Ethnicity 

White 35 22 14 

Asian 1 1 0 

African 2 1 1 

Indian 1 0 0 

Filipino 0 1 0 

Type of 

surgery 

Abdominal 32 25 15 

Obstetric 6 0 0 

Dressing 

type 

Tissue 

adhesive   
7 5 - 

Adhesive 32 18 - 

No dressing 0 2 - 

Location 
Bristol 28 15 9 

Birmingham 11 10 6 

 

1.2 Literature search to identify existing tools 

Twenty six studies that included outcomes relating to wounds and dressings were identified 

[23-48]. Only two studies included a validated instrument to assess outcomes [25, 39]. 

These were for long term scarring [4] and cosmesis [5]. However, no studies reported using 

validated measures relating to issues associated with practical wound management and 

patient experiences in the early post-operative period. Overall, papers provided very little 

detail on the rationale for including each outcome and how these outcomes had been 

measured. Attempts were made to contact the authors for more information, with only one 

reply.   

 

1.3 Synthesis of literature and qualitative data  

When describing experiences in the interviews, patients commented on several factors that 

affected perceptions of how well their wound was healing, including how it felt (tightness, 

pain, and itchiness) and whether any fluid had leaked from the wound. The literature review 

showed these issues had briefly been captured in some previous (unvalidated) outcome 

measures.  

 

All patients had at least one dressing applied after surgery, although this varied between 

adhesive coverings (absorptive or non-absorptive) and tissue adhesive as-a-dressing (‘tissue 

glue’). Both the interviews and existing outcomes from the literature highlighted that 
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dressings multiple practical issues around dressing use (including ability to contain exudate 

and ease of removal). The interviews also demonstrated that there were psychological 

factors that affected dressing experience and satisfaction (i.e. anxiety about cleanliness of 

the wound). In particular, patients in the interviews described potential benefits to having 

tissue glue as a dressing, including that it was transparent, waterproof, did not require 

multiple applications and came off naturally. 

 

The interviews and the literature search produced a total of 69 issues. These were grouped 

into ten broad categories: wound comfort, exudate and its impact, allergic reactions to the 

dressing, dressing key removal, dressings to protect the wound, impact on daily activities, 

ease of movement, anxiety about the wound, satisfaction with dressing and wound 

appearance. Table 2 provides illustrative quotes for the categories identified.  

 

Table 2: Categories identified 

Category Example quote 

Wound  

comfort 

“I’ve now got really itchy where the plaster goes. Which is uncomfortable.”  

(Patient, adhesive dressing) 

Exudate  

and its impact 

“If I walked around it would get really damp. I mean it would soak my pyjamas 

and drip down my legs. It was quite manky really…. Then they would put a sort of 

big, well, like a big plaster on top of that, and then they put a kind of absorbent pad 

over that, to absorb some of that liquid.” (Patient, adhesive dressing) 

Reactions to the 

dressing 

“I was allergic to the surgical tape.”  

(Patient, adhesive dressing) 

Dressing  

removal 

“I just completely soaked it [adhesive dressing] in the shower then my husband just 

took it off for me. But it was, it was really easy. Much easier than I thought.” 

(Patient, adhesive dressing) 

Wound  

protection 

“I’d be worried about catching it [the wound], knocking it, or something getting in 

so that it became infected.” (Patient, adhesive dressing) 

Impact on daily 

activities 

“With the glue [dressing] it’s easy to shower. With a [adhesive] dressing it 

wouldn’t be so easy to shower and you’d be worried.” (Patient, tissue adhesive 

dressing) 

Ease of  

movement 

“What I do find is the dressings are a bit constricting, especially as I get a bit 

better because they don’t turn with your body so easily and then I feel that it makes 

me feel more constricted.” (Patient, tissue adhesive dressing) 

Anxiety about the 

wound 

“You could catch things just from the air. That made me think, “Well, you’d need 

something to kind of protect it.” (Patient, adhesive dressing) 

Satisfaction with 

dressing 

“Glue [as a dressing] requires no maintenance. I was very pleased. You don’t have 

to change it you just leave it alone … I think that helps with the healing process 

physically and mentally.” (Patient, tissue adhesive dressing) 

Wound  

appearance 

“If it was red and inflamed I would have thought, “Something has gone wrong with 

it.” (Patient, adhesive dressing) 

 

Phase 2: ‘Operationalisation’: Construction of a provisional measure 

A provisional measure was designed based on the findings from Phase 1. Nine key 

categories were included: wound comfort, exudate and its impact, allergic reactions to the 

dressing, dressing removal, dressings to protect the wound, impact on daily activities, ease 

Page 11 of 30

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 19, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-016155 on 26 N

ovem
ber 2017. D

ow
nloaded from

 

http://bmjopen.bmj.com/


For peer review
 only

 

 

of movement, anxiety about the wound and satisfaction with dressing. The complete item 

tracking matrix (including the issues and categories identified) is available in the online 

appendix (see Additional File 2). Issues relating to the appearance of the wound were not 

included as they were only relevant to longer term outcomes of wound healing (not within 

first days of surgery). Additionally, since most patients reported having an adhesive 

dressing, many had not seen their wound within this timeframe. The first version of the 

measure included 16 items, and was provisionally called the Practical Wound Management 

Questionnaire.    

 

Phase 3: Pre-testing  

Cognitive interviews (n = 40) were conducted between July 2015 and March 2016 by DE, 

CMM and CM. This consisted of 25 patients who were in hospital and had undergone 

abdominal general surgery, and 15 health care professionals involved in surgical wound care. 

Participants were recruited from two hospitals in two UK cities. Demographics are shown in 

Table 1. 

 

Interviews highlighted issues with content in the initial measure. For example, items 

regarding the colour of the wound exudate were removed. Questions were rephrased to focus 

on the experience of having a dressing rather than general recovery after surgery (i.e. ‘Have 

you been able to perform everyday tasks? (i.e. showering/bathing)’ was changed to ‘Has your 

dressing prevented you from showering/washing?’). Additionally, since four patients 

commented that the smell of their wound was missing on the measure, an item was added to 

capture this.  

  

The measure had intended to be administered two days after surgery, although feedback 

suggested that this needed to be completed up to day four as the patient may be disorientated 

from surgery in the first few days. However, since there were clear differences in recovery 

with caesarean section and abdominal surgery patients, a timeframe of within four days of 

surgery was set, and the measures recorded the date of surgery and date completed to 

determine context of responses.  

 

Feedback from patients suggested it was difficult to respond to questions about exudate, since 

a healthcare professional cared for their wound whilst they were in hospital. If their dressing 

had been changed, they were also uncertain about the reason why (i.e. simply as part of 

standard practice or for other reasons). Therefore, the study team decided to separate the 
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measure into two separate measures. The first related to the practical aspects of wound 

management and the second related to the patient's experience of the wound/dressing and the 

psychological aspects (anxiety, satisfaction etc). The two measures were named the Wound 

Management and the Wound Experience Questionnaires respectively.  

 

Seven versions of measures were modified throughout the pre-testing phase. Pre-testing 

continued until no new issues were identified and no further refinements were believed to be 

necessary. The final version of The Wound Management Questionnaire contains four items, 

whilst The Wound Experience Questionnaire contains 10 items. Overall, the final versions of 

the measures were well received. In addition, 96% of participants stated that each measure 

took less than five minutes to complete.  

 

DISCUSSION 

Studies evaluating the effectiveness of dressings on primary surgical wounds typically focus 

on SSI as a primary outcome. However, Cochrane reviews in this area have emphasised the 

need for assessment of other important outcomes such as practical wound management issues 

and patient experience of wound dressings. This study therefore has explored these important 

issues in patients with closed primary surgical wounds. The Wound Management 

Questionnaire assesses practical issues early after surgery for completion by health care 

professionals and The Wound Experience Questionnaire assesses symptoms and patient 

satisfaction with their wound and dressings. Final versions of the measures were easily 

completed and acceptable to patients and health care professionals and both are now ready for 

full psychometric testing to establish their measurement properties.  

 

Analyses of three systematic reviews [16-18] identified RCTs that included outcomes relating 

to wounds and dressings. Two validated tools were identified although neither are relevant in 

the early post-operative phase and both focussed on cosmesis and scar appearance [4, 5]. No 

validated measures for assessing early wound issues or patient experience were identified. In 

addition, there was very little detail of how the items were developed and it was not apparent 

that patient input had been sought. True patient-centred outcome measures require full 

consideration of patients’ experiences and views’ [7, 8].  

 

The main strength of this research, therefore, is the use of qualitative research methods to 

provide important insights into the under researched area of early issues related primary 
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surgical wounds relating to practical wound management and patient experience. Interviews 

provided a rich account of the key factors that affected wound recovery and satisfaction, and a 

purposeful sampling strategy ensured that perspectives were captured from a range of 

participants. To further enhance the reliability of the findings, the data were analysed by 

multiple researchers [9]. Data produced from the interviews were supplemented by an 

extensive literature search to ensure a comprehensive list of issues were initially generated, 

and therefore acted as a method of triangulation to increase the plausibility and dependability 

of the interview data [10]. 

 

It is important to note that these measures have only been pre-tested in relation to primary 

surgical wounds. Wounds that are intentionally left open or wounds that have developed 

problems are likely to require dressings that have advanced practical properties that are 

tailored to the wound requirements [14]. Although participants were purposefully sampled, 

most had had a dressing of some kind (94%). A prospective real-time survey of dressings has 

demonstrated that this reflects current practice [15]. In addition, these measures have only 

been pre-tested in relation to abdominal surgical wounds. However, characteristics of wound 

healing in this area are likely to be consistent with many other parts of the body. Furthermore, 

these measures focus specifically on the experience of dressings - methods of wound closure 

(i.e. potentially leading to differential ease of removal of sutures or staples) may also affect 

patient experience, although this would require further investigation. 

 

In summary, the Wound Management Questionnaire and Wound Experience Questionnaire 

can be completed both by patients and by health care professionals responsible for post-

operative wound care. Taken together, these developed measures provide important insights 

into wound management and patient experience in relation to primary surgical wounds. These 

measures will now be further developed to ensure they are appropriate and psychometrically-

tested instruments, with a view to informing decision-making around dressings and use in 

clinical trials.  
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Table 1: Consolidated criteria for reporting qualitative research (COREQ) 

 No Item Guide questions/description Comment 

Domain 1: Research team and reflexivity 

 

 

 

 

Personal 

characteristics 

1 Interviewer/facilitator Which author/s conducted the interview or focus 

group? 

LR, DE, CMM and CM (see pages 6 and 7) 

2 Credentials What were the researcher’s credentials? e.g. PhD, MD DE - BSc, PhD 

LR - BSc, PhD 
CMM - BA Hons, PgDip, MA PhD  

CM – MB ChB BSc 

3 Occupation What was their occupation at the time of the study?  DE - Qualitative Research Associate in Health 

Services Research 

LR - Lecturer in Qualitative Health Science 
CMM - Qualitative Research Fellow  

CM  - Research Fellow 

4 Gender Was the researcher male or female? Females 

5 Experience and training What experience or training did the researcher have? DE, LR and CMM have several years of 

experience conducting qualitative research. 

This has included completing many qualitative 

projects and attending training courses and 

workshops.  

 

 

 

 

Relationship with 

participants 

6 Relationship established Was a relationship established prior to study 

commencement? 

No 

7 Participant knowledge of 

the interviewer 

What did the participants know about the researcher? 

e.g. personal goals, reasons for doing the research 

The researchers introduced themselves, 

explained the purpose of the research and 

provided an information leaflet about the study  

8 Interviewer characteristics What characteristics were reported about the 

interviewer/facilitator? e.g. Bias, assumptions, reasons 

and interests in the research topic  

The researchers explained how qualitative 

research related to main Bluebelle trial 

Domain 2: study design 

 

 

Theoretical 

framework 

9 Methodological 

orientation 

and theory 

What methodological orientation was stated to 

underpin the study? e.g. grounded theory, discourse 

analysis, ethnography, phenomenology, content 

analysis 

 

Data were analysed thematically using 

techniques of constant comparison derived 

from grounded theory methodology (see page 

6) 
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Participant selection 

10 Sampling How were participants selected? e.g. purposive, 
convenience, consecutive, snowball 

Purposeful (see pages 6 and 7) 

11 Method of approach How were participants approached? e.g. face-to-face, 
telephone, mail, email 

Patients were approached face to face by 
healthcare professionals. Healthcare 

professionals were contacted by the 

researchers via email. (See pages 6 and 7) 

12 Sample size How many participants were in the study? Sixty-four patients and 15 health care 

professionals from abdominal general surgical 

specialities and obstetrics (See Table 1 on 

pages 7/8) 

13 Non-participation How many people refused to participate or dropped 

out? Reasons? 

Two patients were unable to take part due to 

poor health. 

 

 

Setting 

14 Setting of data collection Where was the data collected? e.g. home, clinic, 

workplace 

Patient interviews were conducted whilst 

patients were in hospital. Health professionals 

chose a location that was convenient for them 

(their workplace or a nearby café) or opted to 
do the interview over the telephone. (See 

pages 6 and 7) 

15 Presence of non-
participants 

Was anyone else present besides the participants and 
researchers? 

The partners of patients sometimes sat with the 
patients but spoke very little; their comments 

were not included in the final analysis.  

16 Description of sample What are the important characteristics of the sample? 

e.g. demographic data, date 

Participants’ full details are provided in Table 

1, and key information is provided in the 

results section (See pages 7/8) 

 

 

 

 

 

 

Data collection 

17 Interview guide Were questions, prompts, guides provided by the 

authors? Was it pilot tested? 

A topic guide was developed (based on 

literature and views of health care 

professionals in the Bluebelle study team) to 

ensure that discussions covered the same core 

issues but with sufficient flexibility to allow 

new issues of importance to the informants to 

emerge. Although not piloted, it was adapted 

as analysis progressed to enable exploration of 
emerging themes. (Topic guides are included 

in Additional File) 

18 Repeat interviews Were repeat interviews carried out? If yes, how many? No repeat interviews were carried out 

19 Audio/visual recording Did the research use audio or visual recording to 

collect the data? 

Interviews were audio-recorded (see page 6) 

20 Field notes Were field notes made during and/or after the The researchers kept notes throughout data 
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interview or focus group? collection and analysis (See page 8) 

21 Duration What was the duration of the interviews or focus 

group? 

Interviews lasted an average of 25 minutes 

(range = 15–50 minutes). (See page 8) 

22 Data saturation Was data saturation discussed? Data collection continued until the team were 

confident that saturation had been reached 
(See page 7) 

23 Transcripts returned Were transcripts returned to participants for comment 

and/or correction? 

Transcripts were not returned to participants 

for comments or corrections 

Domain 3: analysis and findings 

 

 

 

Data analysis 

24 Number of data coders How many data coders coded the data? All data were coded by DE or CMM. A subset 

of approximately half of the interviews (n = 

19) was double coded by a third researcher 

(LR). (See page 7) 

25 Description of the coding 

tree 

Did authors provide a description of the coding tree? A list of issues from the analysis of the 

interviews and literature search was collated 
into an item tracking matrix. (See additional 

File) 

26 Derivation of themes Were themes identified in advance or derived from the 

data? 

Issues which were conceptually similar were 

organised into categories. For instance, issues 

such as ‘itchiness/irritation’, ‘presence of 
pulling sensation’, and ‘tightness of wound’ 

were mapped into a ‘wound comfort’ category. 

(See Table 2)  

27 Software What software, if applicable, was used to manage the 

data? 

NVivo (version 10)  was used to analyse the 

data (See page 6) 

28 Participant checking Did participants provide feedback on the findings? Full results were not sent out to all participants 

to gain respondent validation.  

 

 

 

Reporting 

 

29 Quotations presented Were participant quotations presented to illustrate the 

themes / findings? Was each quotation identified? e.g. 

participant number 

The interpretation of each category is 

supported by illustrative quotes (See Table 2) 

30 Data and findings 
consistent 

Was there consistency between the data presented and 
the findings? 

There is consistency between the data 
presented and the measures developed. The 

item tracking matrix provides an overview of 

the key findings and how these were used to 
develop the initial measure (See additional 

file) 

31 Clarity of major themes Were major themes clearly presented in the findings? The themes are clearly presented in the 
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findings (See pages 8-11) 

32 Clarity of minor themes Is there a description of diverse cases or discussion of 

minor themes? 

Yes. Differences between the findings of the 

interviews and the literature search are 
discussed, as are the differences in satisfaction 

between the dressing types (See pages 9 and 

10)  
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Category 

 

Issue 

Identified by 

Additional comments 

Included in questionnaire? 

Interviews Literature 

(n=26 

RCTs) 

If yes, questionnaire item Why not included DE 

(n=28) 

LR 

(n=19) 

CM 

(n=11) 

Wound 

comfort 

Itchiness 

✓ ✓ ✓ ✓ CM: Described by patients as an outcome 

(looking at the wound to check if it is irritated, 

inflamed, etc) 

DE: Similar to inflammation (‘burning’ 

Q1: Has the wound been itchy?  

Pain 

✓ ✓ ✓ ✓ DE: Described as ‘sore’, ‘hurt’, ‘tender’, 

‘uncomfortable’.  

DE: Sometimes mentioned in the context of a 

numerical scale. 

RM: Described as ‘burning pain referring to a 

dressing-related sensation felt under the 

dressing’ in one study 

RM: Also ‘tenderness’ 

CM: ‘sore’, ‘painful’ – discussed in terms of 

dressing removal 

Q2: Has the wound been painful?  

Presence of pulling 

sensation 
✓   ✓ LR: Described as wound ‘being able to breathe’, 

‘stuffiness’ 

Q3: Has the wound had a pulling 

sensation? 

 

Tightness of wound ✓ ✓  ✓  Q4: Has the wound felt tight?  

Wound comfort 

(overall or 

unspecified) 

   ✓ RM: Also measured as ’Discomfort’ in the 

literature 

RM: Includes ‘Discomfort with skin problems’ 

 Excluded as covered in Q1 – Q4 

Exudate and 

its impact 

Whether there was 

any exudate 
✓ ✓ ✓ ✓  Q5: Has the wound leaked?  

Type of exudate 

(blood, other) 

✓ ✓ ✓ ✓ DE: Described as ‘mess’, ‘manky’, ‘leaking’, 

‘gunge’, ‘oozing’, ‘soaking’, ‘brown mess’ 

LR: ‘moistness’, Ooziness’, ‘dampness’  

RM: Described as ‘discharge’ ‘fluid’ ‘oozing’ 

CM: ‘Seeping’ 

Q5: If so, was it: clear fluid? cloudy fluid? 

Blood-stained fluid? thick and yellow/green 

fluid? 

 

 

Whether exudate 

marks 

bedding/clothing 

✓ ✓ ✓  DE: Described as ‘stains’, LR: ‘manked up 

clothing’ 

Q6: Has the leakage resulted in changed 

bedding/ clothes? 

 

Degree dressing 

absorbs exudate 
✓ ✓ ✓ ✓  Q7: How would you describe the wettest 

dressing? 

 

Whether additional 

dressing required 

✓ ✓ ✓ ✓ RM: Includes reasons for dressing changes 

CM: use two dressings when oozing is 

important, don’t want to take original dressing 

off 

Q8: Has a dressing or glue been put on the 

wound (or replaced)? 

 

Anxiety associated 

with exudate 

✓ ✓ ✓    Excluded as captured in Q15: “Have 

you felt any anxiety about your 

wound?” 

Allergic 

reactions to 

the dressing 

Any allergic reactions 

to dressing/blistering 

✓ ✓ ✓ ✓ RM: Also include skin damage/injury b) has the wound blistered?  

Dressing 

removal 

 

Whether dressing 

comes off 
✓ ✓ ✓   Q9: Has the dressing or glue come off or 

been removed 

 

Whether dressing 

needs to be taken off 

(if so, by patient or 

✓ ✓ ✓  CM: patient or partner Q9 Q9: Has the dressing or glue come off 

or been removed? 

If “Yes”, was it taken off by a 
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professional) doctor/nurse/other health specialist? 

Whether travel is 

required to 

change/remove 

dressing (i.e. seeing 

nurse or GP/post op 

visits) 

✓ ✓     Not relevant to early post-operative 

period 

Any discomfort during 

removal 
✓ ✓ ✓ ✓  Q10 Was there any discomfort when 

removing the dressing? 

 

Any pain during 

removal 

✓ ✓ ✓  DE: Causes ‘pain’, skin is ‘tender’, ‘sore’, pulls 

hairs, sticks to skin) 

RM: ‘Pain on removal of the dressing’ 

Q11 Was there any pain when removing 

the dressing? 

 

Wound 

protection 

Dressings protecting 

the wound 

   ✓  Q12 Has the wound felt protected? (i.e. 

from catching on anything or being 

knocked) 

 

Whether 

dressing/wound rubs 

on clothes 

✓ ✓ ✓  LR: Awkwardness of wearing clothes over 

dressing 

Whether 

dressing/wound 

catches on other 

things 

✓ ✓ ✓  CM: bedsheets 

Impact on 

daily 

activities 

Ability to get back to 

work 
✓ ✓    Q13: Have you been able to perform 

everyday tasks? (i.e. showering/ bathing, 

getting dressed) 

 

Ability to 

shower/bathe 

✓ ✓ ✓ ✓ RM: Described as ‘Ability to facilitate personal 

hygiene’ in one study 

RM: Described as ‘Appreciation of possibility to 

shower’ in one study. Also ‘satisfaction with the 

possibility to wash oneself’ 

Ease of movement 

(e.g sitting, walking, 

stairs) 

✓ ✓  ✓ DE: Standing up, walking 

RM: Described as ‘Ability to facilitate mobility’ 

in the literature. Also ‘Does the dressing limit 

you in movement?’ 

DE and LR: Includes sneezing/coughing 

Ability to perform 

everyday tasks (e.g 

self-care) 

✓ ✓ ✓  DE: Washing/self-care, driving, walking, 

housework, cooking, exercise 

Ease of getting 

dressed 
✓     

Going to the toilet  ✓ ✓   

Self-management of 

wound 

 ✓ ✓ ✓ RM: ‘Ease of managing wound’ was a PRO 

measured in the first 3 weeks after surgery on a 

1-10 scale in one study 

Change to usual 

clothing 

 ✓ ✓   

Overall recovery    ✓ RM: not a PRO (surgeon rating) 

Ease of 

movement 

(Dis)comfort when 

sitting 
✓ ✓ ✓   Q14: Have you been able to move around 

easily? 

 

(Dis)comfort when 

lying 
✓ ✓    

(Dis)comfort whilst ✓ ✓    
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sleeping/sleep quality 

(Dis)comfort whilst 

moving 
✓ ✓ ✓  CM: related to tightness of dressing 

 

Anxiety 

about the 

wound 

Feeling of 

security/safeness (in 

relation to the 

wound?) 

✓ ✓ ✓   

Q15: Have you felt any anxiety about your 

wound? 
 

Feeling of 

vulnerability 

 ✓ ✓   

Not having to worry 

about 

wound/dressing 

✓ ✓ ✓  DE: ‘You can just forget about it, you don’t have 

to think about 

Feeling protected ✓ ✓ ✓   

Stress 

levels/psychological 

discomfort/anxiety 

✓ ✓    

Feeling constricted by 

dressing 
✓ ✓    

Cleanliness of 

environment 
✓ ✓ ✓  DE:  Described as ‘hygiene’, ‘coming into 

contact with bugs’ 

Fear of infection ✓ ✓ ✓   

Anxiety about bodily 

contents spilling 

out/wound bursting 

open 

✓ ✓ ✓  LR: Described as ‘coming open’, ‘split apart’, 

‘rupture’ 

Satisfaction 

with 

dressing/ not 

having a 

dressing 

Satisfaction with 

(appearance of) 

dressing 

✓ ✓  ✓ LR: ‘Neatness’, ‘prominence’ 

RM: Measured as ‘How satisfied overall do you 

feel with your dressing?’ 

Q16: Have you felt satisfied with 

having/not having a dressing? 

 

Whether patient 

would prefer to see 

the wound 

✓ ✓   DE: Anxiety/reassurance/fear/discomfort 

RM: Described as ‘how well the incision could 

be seen under the dressing’ and ‘transparency’ 

Degree dressing fits 

contours of the 

skin/clothing 

✓ ✓  ✓ RM: Described as ‘Conformability of the 

dressing to the wound’ in one study 

Dignity   ✓  CM: Having a dressing gives more dignity 

Confidence 
  ✓  CM: Confidence to walk around without having 

to worry 

Appreciation of 

absence of bandage 

   ✓  

How long dressing 

stays on 
✓ ✓ ✓ ✓ CM: ‘the longer you leave a dressing on the 

harder it is to get off’ 

Ease of removal 

✓ ✓ ✓ ✓ RM: ‘Ease of dressing application’ was 

measured in one study but this was rated by a 

surgeon not patient 

LR: Any exudate from removal 

DE, CM,: Any remnants remaining after removal 

(‘bits of glue’) 

Degree of stickiness 
✓ ✓ ✓ ✓ CM: stitches stick to legs when sitting (gynae) 

DE: Mostly considered to be positive, but 

sometimes makes removal tricky 
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DE: Described as: ‘It stays in place and doesn’t 

wriggle up’ 

RM: Described as ‘Dressing integrity’ in one 

study also ‘How much the dressing had 

loosened’ 

CM: dressings don’t stick well because of body 

hair 

Awareness of 

dressing/wound 
✓ ✓ ✓ ✓  

If patient reapplies, 

ease of reapplying 

dressing 

✓ ✓  ✓  

Whether additional 

support or materials 

provided 

✓ ✓ ✓   

Whether patient uses 

own dressing 
✓ ✓ ✓   

If patient reapplies, 

ease of reapplying 

dressing 

✓ ✓  ✓  

Overall 

satisfaction/satisfacti

on with overall 

experience 

   ✓  

Wound 

appearance 

Perceptions of healing 

✓ ✓ ✓ ✓ DE: Described as  ‘healing very nicely’, ‘rate of 

healing’ 

LR: Sub-codes – ‘quality of healing’, ‘speed of 

healing’, ‘whether healed or not’, ‘suggested as 

main outcome’. Patients often discuss scab 

formation when talking about healing.  

RM: Measured as ‘Effectiveness (wound 

healing)’ in one study 1= well healed, 3=poorly 

healed, not a PRO. Also measured as a PRO in 

another study ‘Has your wound healed?’ 

CM: Healing could be a standalone category 

(one of the outcomes): definition of healing, 

healing time 

 Relevant to longer term outcomes of 

wound healing (not relevant within 

first days of surgery) 

Patients’ wounds not visible if 

dressing applied 

Bruising ✓ ✓   DE: Described as ‘black and blue’ 

Colour 

✓ ✓ ✓ ✓ DE: Described as ‘purple’/’pink’/’grey’/’red’ 

(see inflammation’)  

LR: ‘Black and bluish’ (also fit under ‘bruising’, 

as above) 

RM: Redness 

CM: Colour was talked about more in the 

context of healing, ie as an indicator (for the 

patients) of whether or not the wound was 

healing 

Cosmesis/aesthetics 
 ✓  ✓ RM: Described as ‘cosmesis’, ‘cosmetic 

outcome’ and ‘cosmetic result’ in the literature 

Scars 
✓ ✓ ✓ ✓ DE: A long term measure 

RM: Pigmentation, scar colour, prescence of 
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inflammation, suppleness or pliability, scar 

height or evenness with the surrounding skin, 

using modified Vancouver Burn Assessment 

Scale 

Size ✓ ✓ ✓   

Scabbing ✓ ✓ ✓  DE: Associated with healing 

Inflammation/swellin

g 
✓ ✓ ✓  DE: Described as ‘burning’ 

CM: Described by patients as an outcome 

Overall appearance of 

wound 

✓ ✓ ✓  DE: Described as ‘unsightly’, ‘neat’, ‘tidy’, 

‘messy’ LR: ‘ugly’ 

CM: ‘Smooth’ 

Maceration of the 

skin 

   ✓ RM: not a PRO 

Satisfaction with the 

appearance of the 

wound 

   ✓  

Whether patient 

would prefer to see 

the wound 

✓ ✓    
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Interview Topic Guide: Phase 1: Generation of relevant issues 

 

Background, interviewee details and ice breaker 

• Interviewee background and details of procedure that the interviewee has had (type of procedure elective or 

emergency? have you had before?, when, where, length of stay in hospital, recovery period). 

o Just to give me some background, can you just tell me a little bit about the procedure that you had, 

the surgical procedure?  
o How have you been, in terms of recovery? Length of stay? When came home? 

o Is this your first? 

 

Expectations/experiences of wound care 

o Did/do you have any expectations about whether or not you would have a dressing? Where do you 

think these expectations came from? 

o What kind of dressing? When did they take it off? [home/hospital?] Same one? How did you find 

having the dressing? Why do you think you had/did not have a dressing? Do you think it had any 
impact on your wound healing? 

o Why do you think they do/don’t use dressings?  

o Thoughts/reactions to alternative wound management methods (i.e. dressing or no dressing in 

relation to what patient has experienced/what patient expects). (Explore patient thoughts on impact 

this may have on previously mentioned issues (e.g. recovery, symptoms, practicalities). 

 

Patient perspectives on a trial of dressing type 

Okay, the basis of this study is like I said, we’re trying to find out if dressing the wounds is helpful or not. In a study, 

patients would be randomly allocated by chance to either receive dressings or receive no dressings. The doctor 

wouldn’t decide and the patient wouldn’t decide. What we’re trying to find out is, in patients who have had a 

similar type of surgery, if we have one group of patients that have them on so and another group of patients that don’t, 

then can we compare them to see if there’s any difference between the groups. 

o Do you think you would participate? (Reasons why/why not? Any reservations?)  
o Can you imagine your family and/or friends would participate in a study like this? 

o What kinds of things do you think you might consider, when deciding whether or not to take part? 

Do you think you would have any questions about the study? What kind of things might you want 
to know about in advance? 

o How do you think you would feel about random allocation to dressing type, specifically the 

possibility of receiving no wound dressing? [explain randomisation to patients, then ask…] If you 

were in a group that didn’t receive a dressing, do you think you would have thought about your 

care differently?  

o In paediatrics, they don’t use dressings. Changes impression? 

o What about a glue dressing?  

o Can you think of any potential problems we might come across if we were doing this study, any 

practical problems or any difficulties we might come across? 

o Perspectives on important outcomes to include in a trial of dressing use. We would like this study 
to help us answer the question of whether dressings should be used in patients such as yourself 

(and if so, what type of dressing is best). What do you think are the important factors we should 

consider when making any future recommendations on dressing use? Satisfaction? Infection? 

Healing times? 

 

Closing 

• Summarise key points 

• Any further questions? 

• Thank patient for their time and explain how they have helped. 
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Interview Topic Guide: Phase 3 – Pre-testing 

 

 

Introduction 

• As you know, we are going to audio-record you whilst you complete the questionnaire that we have 

developed. During this, we would like to understand your opinion of the questions, in terms of the language 

used and the relevance to your post-operative experience. It is important to remember that there are no right or 
wrong answers, but that this will help us to understand how the questionnaire should be developed. This 

should take no longer than an hour, although you can stop the discussion at any time. The information that you 

provide is not going to be fed back to your clinical team. 

• Complete consent form and data collection form 

• Any questions? 

 

Background (procedure and recovery) 

• Could you tell me a little bit about what you had done? (Probe: When? Where? Elective/emergency?) 

• How has recovery been for you so far? (Probe: How feeling? Length of stay? When expected to go home?) 

• How has the wound been healing? (Probe: How does wound feel? Any problems?) 

 

PWMQ: Can we work through the questionnaire as you complete it, with you explaining how you understand 

the items and what you will put for this question. 

• DT to not clarify meaning, but just repeat question.  

• If P uncertain, try to understand why.  

• Note any potential issues to be discussed after completion. 

 

PWMQ: Understanding responses to each question 
• Can you tell me in your own words what that question was asking? (Probe: What does the word XX mean to 

you? Are there any other ways you would describe it?) 

• What does [not at all/a little/quite a bit/very much] mean to you? 

• Was it easy to choose an answer?  

• Explore where participants have indicated confusion 

 

After completion: 

• What did you think of the questionnaire?  

• Were the questions relevant to your experience? (Probe: Are there any others that should be included?) 

• Any difficulties filling in questions? 

• Do you think it captures your experience of your wound in the past 24 hours?  

• What does the word “practical wound management” mean to you? 

• Do you have any other suggestions on how the questionnaire could be improved?  (Probe: alternative 

wording, additional questions, response categories, layout/presentation, length of questionnaire?) 

• You have given your answers based on the past 24 hours. Would your answers differ if you were thinking 

about your entire recovery from surgery? (Probe: When do you think would be the best time to complete 
questionnaires like these?) 

 

Closing 

• Summarise key points 

• Any further questions? 

• Thank patient for their time and explain how they have helped. 
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ABSTRACT 

Objectives: To develop outcome measures to assess practical management of primary 

surgical wounds and patient experience.  

Design: Mixed methods, including qualitative interviews and data extraction from  

published RCTs.  

Setting: Two university-teaching NHS hospitals and three district NHS hospitals in the 

South West and Midlands regions of England. 

Participants: Sixty-four patients and 15 health care professionals from abdominal general 

surgical specialities and obstetrics (caesarean section). 

Methods: Measures were developed according to standard guidelines to identify issues 

relevant to patients’ experiences of surgical wounds and dressings, including analysis of 

existing RCT outcomes and interviews. These were written into provisional questionnaire 

items for a single outcome measure. Cognitive interviews with patients and health care 

professionals assessed face validity, acceptability and relevance. Findings from interviews 

were regularly shared with the study team who suggested amendments to modify and reword 

items to improve understanding before further iterative testing with patients and health care 

professionals. 

Results: Analyses of existing RCT outcomes and interviews produced a total of 69 issues. 

Pre-testing and iterative revision established the need for two separate measures. One 

measure addresses health care professionals’ experience of wound management in two key 

areas: exudate and its impact, and allergic reactions to the dressing. The other measure 

addresses patients’ experience of wounds in seven key areas: wound comfort, dressing 

removal, dressings to protect the wound, impact on daily activities, ease of movement, 

anxiety about the wound and satisfaction with dressing. Each measure took less than five 

minutes to complete and were understood and acceptable to patients and health care 

professionals. 

Conclusion: This in-depth study has developed two measures to assess practical 

management of primary surgical wounds and patient experience. Further work to test their 

validity and reliability and application to other settings is now required.   

 

STRENGTHS AND LIMITATIONS OF THIS STUDY 

• This is the first study to explore the important issues related to the practical 

management of primary surgical wounds and patient experience immediately 

following surgery. 
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• This study used robust methods to identify key issues of outcome that could be used to 

inform decision-making around dressings. Interviews provided a rich account of the 

key factors that affected wound management and patient experience while a 

purposeful sampling strategy ensured that perspectives were captured from a range of 

participants. Data produced from the interviews were supplemented by analysis of 

existing RCT outcomes to ensure a comprehensive list of issues was considered.   

• Future work is needed to test the reliability, validity and sensitivity of the new 

measures.  
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INTRODUCTION 

An estimated 234 million major surgical procedures are undertaken worldwide every year 

(1). It is common practice to apply dressings over the closed wound in adult surgery and 

many different dressing types are available (2). A recent Cochrane systematic review 

summarised data relating to wound dressings and risk of surgical site infection (SSI) in 

primary surgical wounds. No evidence was found to suggest that any type of dressing 

significantly reduced the risk of developing an SSI compared with leaving wounds exposed; 

neither was there any benefit associated with particular dressings (2).  

 

Decision-making around dressings may therefore need to be informed by other properties 

and qualities that dressings can offer, such as absorption of exudate, patient comfort, 

offering physical protection, facilitating wound observation, and meeting patients’ desires 

for wound coverage (3). Whilst measures for assessment of wound cosmesis (in the longer 

term) are available (4, 5), there is a lack of well-developed and validated measurement tools 

relating to practical wound management or patient experience (2, 3, 6). Such an instrument 

could be used to monitor the care of individual patients (e.g. assessing the ability of 

dressings to manage specific symptoms), audits (e.g. quality assurance) and research (e.g. 

comparing patient satisfaction). 

 

The development of patient-reported outcome measures (PROMs) increasingly includes the 

use of qualitative research methods that provide the opportunity to elicit and characterise 

patients’ experiences of their health conditions and treatment (7, 8). Qualitative methods can 

also define health professionals’ experiences of care and management (9). Data can be 

supplemented by expert input and studies in published literature (10, 11). This article 

describes the development of measures to assess practical wound management issues, 

symptoms and patient experience associated with primary surgical wounds. 

 

METHODS 

Study design 

Measures were developed according an existing framework for developing PROMs (12, 13), 

also incorporating guidance on eliciting health domain concepts using qualitative 

methodologies (10, 11, 14). The study is reported according to qualitative reporting 

guidelines (See Supplementary File 1). Phase 1 aimed to produce a comprehensive list of 

potential issues relating to wound and dressing experience and practical management issues. 

Phase 2 developed issues identified from Phase 1 into questionnaire items. Phase 3 
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evaluated the measures for acceptability and relevance using cognitive interviews with 

patients and health care professionals. The final part of development (phase 4) consisted of 

psychometric testing and will be reported elsewhere. Ethical approval was provided by the 

NHS Health Research Authority NRES Committee London – Camden & Kings Cross 

(14/LO/0640). Written informed consent was provided by all participants. 

 

Phase 1: Generation of relevant issues 

1.1 Interviews 

Interviews were conducted with patients to explore and characterise experiences of wounds 

and dressings. Participants were recruited as part of a wider feasibility study to explore 

whether a trial comparing different types of dressings, and dressing versus no dressings, is 

possible (The Bluebelle study: a feasibility study of three wound dressing strategies in 

elective and unplanned surgery, HTA - 12/200/04 (15, 16)). Participants were recruited from 

two University-teaching NHS hospitals and three district NHS hospitals in the South West 

and Midlands regions of England. Eligible patients had undergone, or were scheduled to 

undergo, an abdominal surgical procedure or caesarean section were identified and 

approached by research nurses and surgical trainees. The qualitative team contacted 

interested patients to arrange interviews. A purposeful sampling strategy ensured that 

perspectives were captured from a range of participants (11). Within this sampling approach, 

maximum variation was sought in relation to age, gender, ethnicity, type of surgery, dressing 

type and location. A topic guide was developed (based on literature and views of health care 

professionals in the Bluebelle study team) to ensure that discussions covered the same core 

issues but with sufficient flexibility to allow new issues of importance to the informants to 

emerge (See Supplementary File 2).  

 

Interviews were audio-recorded and transcribed in full. Transcripts were imported into 

NVivo (version 10). All data relating to outcomes and issues of importance to patients that 

were relevant to dressing use and the practical management of the wound in the initial time 

period post-surgery were assigned labels (coded) by two experienced qualitative researchers. 

Data were analysed using techniques of constant comparison derived from grounded theory 

methodology, and emerging codes across the dataset were then compared to look for shared 

or disparate views among participants (17). A subset of approximately half of the interviews 

(n = 19) was double coded by third experienced researcher to highlight any differences in 

the interpretation of codes (10). Data collection and analysis continued until the team were 
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confident that saturation had been reached i.e. no more patterns or themes emerged from the 

data (18). 

 

1.2 Extraction of information from three systematic reviews 

Three systematic reviews were used to identify RCTs which included outcomes relating to 

patient experience and management of wound healing. Published papers reporting the 

studies were obtained where possible. Relevant data were extracted on outcome (as 

described by the authors), verbatim wording to measure outcome, who reported the 

outcome, measurement scale and assessment time point. Attempts were made to contact the 

authors for more information.    

 

1.3 Synthesis of findings from interviews and data extraction  

A list of issues from the analysis of the interviews and analysis of existing RCT outcomes 

was collated into an item tracking matrix, in line with guidance for developing PROMs (19). 

This is available in the online appendix (see Supplementary File 3). The study team agreed 

on a set of words or phrases to reflect each issue and also noted additional phrasing made by 

participants in a subsequent column (10). Issues which were conceptually similar were 

organised into categories. For instance, issues such as ‘itchiness/irritation’, ‘presence of 

pulling sensation’, and ‘tightness of wound’ were mapped into a ‘wound comfort’ category.  

 

Phase 2: ‘Operationalisation’: Construction of a provisional measure 

The item tracking matrix was used to determine which issues should be written into 

questionnaire items. Items featured words and phrases used by patients in the interviews to 

enhance content validity (11, 20).  

 

Phase 3: Pre-testing 

Participants were recruited from two University-teaching NHS hospitals in the South West 

and Midlands regions of England. Patients who had undergone abdominal general surgery or 

caesarean section and health care professionals involved in post-surgical care were 

approached. As in Phase 1, sampling was purposeful to achieve maximum variation in 

relation to clinical role, age, gender and geographic location (for health care professionals) 

and age, gender, ethnicity, type of surgery, dressing type and location (for patients).  

 

Cognitive interviews are used widely in questionnaire development (10) and involves asking 

respondents to verbalise their thoughts while answering questions (21). This methodology 
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enabled us to explore the acceptability of the measure and coverage of patients and health 

care professionals’ concerns (in terms of language, accuracy, and relevance) as well as 

layout (11). During each interview, participants were asked to complete the measure by 

reading each item aloud and commenting on their understanding. Interviews were guided by 

a series of probes (e.g. ‘What does this item mean to you?’, ‘Are there other ways you would 

describe it?’; (21)). Participants’ body language was also observed and prompted further 

discussion about specific items (such as the participant nodding in agreement or frowning) 

(10). A copy of the topic guide is available (See Supplementary File 2). 

 

The qualitative team maintained detailed field notes from each interview, describing 

suggestions for modifications and improvements to the provisional measures. 

Operationalisation and modification of the measures was an iterative process. Findings from 

the interviews and suggestions for amendments were regularly disseminated to the Bluebelle 

Study Group, which consisted of a multidisciplinary group of health care professionals, 

including surgeons, health services researchers and research nurses. Each stage of feedback 

informed amendments to modify and reword items to improve understanding, which was 

repeated following efforts to revise questions and eliminate problems (21). This process 

continued until no new issues were identified and no further refinements were believed to be 

necessary. 

 

RESULTS 

Phase 1: Generation of relevant issues 

1.1 Interviews 

A total of 39 interviews were conducted between July 2014 and July 2015. Interviews were 

conducted in person (n=10), unless patients preferred to be interviewed via telephone 

(n=29). Interviews lasted an average of 25 minutes (range = 15–50 minutes). The sample 

consisted of 24 women and 15 men, who mostly described themselves as white British 

(90%). They had a mean age of 56 years (range 41-88 years). Thirty-seven of the 39 

participants had either undergone abdominal general surgery (74%) or a caesarean section 

(26%), with an average of 18 days since their surgery (range =6-40 days). Two of the 39 

patients were scheduled to undergo abdominal general surgery and discussed issues that they 

anticipated would be important to them. Participant demographics for Phase 1 interviews are 

shown in Table 1. 
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Table 1: Demographics of participants’ interviews in Phases 1 and 3 

 Phase 1: Phase 3: 

 
Generation of relevant 

issues 
Pre-testing 

Qualitative interviews  

(n = 79) 
39 patients 25 patients 

15 health care 

professionals 

Age 

(years) 

Range 22-88 19-76 23-60 

Mean 56 54 41 

Sex 
Female 27 12 13 

Male 12 13 2 

Ethnicity 

White 35 22 14 

Asian 1 1 0 

African 2 1 1 

Indian 1 0 0 

Filipino 0 1 0 

Type of 

surgery 

Abdominal 32 25 15 

Obstetric 6 0 0 

Dressing 

type 

Tissue 

adhesive   
7 5 - 

Adhesive 32 18 - 

No dressing 0 2 - 

Location 
Bristol 28 15 9 

Birmingham 11 10 6 

 

1.2 Extraction of information from three systematic reviews 

Published papers for twenty six studies that included outcomes relating to patient experience 

and management of wound healing were identified from the three systematic reviews (22-

47). Only two studies included a validated instrument, or modification of a validated 

instrument, to assess outcomes (24, 38). These were for long term scarring and cosmesis (4, 

5). However, no studies reported using validated measures relating to issues associated with 

practical wound management and patient experiences in the early post-operative period. 

Descriptions of outcomes were heterogeneous and often poorly defined. The most common 

reported outcomes related broadly to cosmetic result (reported in 15/26 studies), dressing 

changes (e.g. frequency, comfort, ease of application and removal; reported in 11/26 

studies), and skin reactions (e.g. itching, blistering; reported in 10/26 studies). Full data 

extraction from the 26 studies is included in Supplementary File 4.  

 

1.3 Synthesis of findings from interviews and data extraction  

When describing experiences in the interviews, patients commented on several factors that 

affected perceptions of how well their wound was healing, including how it felt (tightness, 

pain, and itchiness) and whether any fluid had leaked from the wound. Analysis of existing 

RCT outcomes showed these issues had been captured in some previous (unvalidated) 

outcomes.  
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All patients had at least one dressing applied after surgery, although this varied between 

adhesive coverings (absorptive or non-absorptive) and tissue adhesive as-a-dressing (‘tissue 

glue’). Both the interviews and the analysis of existing RCT outcomes highlighted that 

multiple practical advantages of dressing use (including ability to contain exudate and ease 

of removal). The interviews also demonstrated that there were psychological factors that 

affected dressing experience and satisfaction (i.e. anxiety about cleanliness of the wound). 

Patients with tissue glue as a dressing commented that they had been surprised that their 

wounds had been dressed this way (rather than adhesive dressings which they had had in the 

past for other wounds). However, these patients stated that compared to past experiences of 

adhesive dressings, they liked how glue was transparent, waterproof, did not require 

multiple applications and came off naturally. 

 

The interviews and the analysis of existing RCT outcomes produced a total of 69 issues. 

These were grouped into ten broad categories: wound comfort, exudate and its impact, 

allergic reactions to the dressing, dressing removal, dressings to protect the wound, impact 

on daily activities, ease of movement, anxiety about the wound, satisfaction with dressing 

and wound appearance. Table 2 provides illustrative quotes for the categories identified.  

 

Table 2: Categories identified 

Category Example quote 

Wound  

comfort 

“I’ve now got really itchy where the plaster goes. Which is uncomfortable.”  

(Patient, adhesive dressing) 

Exudate  

and its impact 

“If I walked around it would get really damp. I mean it would soak my pyjamas 

and drip down my legs. It was quite manky really…Then they would put a sort of 

big, well, like a big plaster on top of that, and then they put a kind of absorbent pad 

over that, to absorb some of that liquid.” (Patient, adhesive dressing) 

Reactions to the 

dressing 

“I was allergic to the surgical tape.”  

(Patient, adhesive dressing) 

Dressing  

removal 

“I just completely soaked it [adhesive dressing] in the shower then my husband just 

took it off for me. But it was, it was really easy. Much easier than I thought.” 

(Patient, adhesive dressing) 

Wound  

protection 

“I’d be worried about catching it [the wound], knocking it, or something getting in 

so that it became infected.” (Patient, adhesive dressing) 

Impact on daily 

activities 

“With the glue [dressing] it’s easy to shower. With a [adhesive] dressing it 

wouldn’t be so easy to shower and you’d be worried.” (Patient, tissue adhesive 

dressing) 

Ease of  

movement 

“What I do find is the dressings are a bit constricting, especially as I get a bit 

better because they don’t turn with your body so easily and then I feel that it makes 

me feel more constricted.” (Patient, tissue adhesive dressing) 

Anxiety about the 

wound 

“You could catch things just from the air. That made me think, “Well, you’d need 

something to kind of protect it.” (Patient, adhesive dressing) 

Satisfaction with 

dressing 

“Glue [as a dressing] requires no maintenance. I was very pleased. You don’t have 

to change it you just leave it alone … I think that helps with the healing process 

physically and mentally.” (Patient, tissue adhesive dressing) 

Wound  

appearance 

“If it was red and inflamed I would have thought, “Something has gone wrong with 

it.” (Patient, adhesive dressing) 
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Phase 2: ‘Operationalisation’: Construction of a provisional measure 

A provisional measure was designed based on the findings from Phase 1. Nine key 

categories were included: wound comfort, exudate and its impact, allergic reactions to the 

dressing, dressing removal, dressings to protect the wound, impact on daily activities, ease 

of movement, anxiety about the wound and satisfaction with dressing. Issues relating to the 

appearance of the wound were not included as they were only relevant to longer term 

outcomes of wound healing (not within first days of surgery). Additionally, since most 

patients reported having an adhesive dressing, many had not seen their wound within this 

timeframe. The first version of the measure included 16 items, and was provisionally called 

the Practical Wound Management Questionnaire.    

 

Phase 3: Pre-testing  

Cognitive interviews (n = 40) were conducted between July 2015 and March 2016. All 

interviews were conducted face-to-face. This consisted of 25 patients who were in hospital 

and had undergone abdominal general surgery, and 15 health care professionals involved in 

surgical wound care. Demographics are shown in Table 1. 

 

Interviews highlighted issues with content in the initial measure. For example, items 

regarding the colour of the wound exudate were removed. Questions were rephrased to focus 

on the experience of having a dressing rather than general recovery after surgery (i.e. ‘Have 

you been able to perform everyday tasks? (i.e. showering/bathing)’ was changed to ‘Has your 

dressing prevented you from showering/washing?’). Additionally, since four patients 

commented that the smell of their wound was missing on the measure, an item was added to 

capture this.  

  

The measure had intended to be administered two days after surgery, although feedback 

suggested that this needed to be completed up to day four as the patient may be disorientated 

from surgery in the first few days. However, since there were clear differences in recovery 

with caesarean section and abdominal surgery patients, a timeframe of within four days of 

surgery was set, and the measures recorded the date of surgery and date completed to 

determine context of responses.  

 

Feedback from patients suggested it was difficult to respond to questions about exudate, since 

a health care professional cared for their wound whilst they were in hospital. If their dressing 
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had been changed, they were also uncertain about the reason why (i.e. simply as part of 

standard practice or for other reasons). Therefore, the study team decided to separate the 

measure into two separate measures. The first related to the practical aspects of wound 

management and the second related to the patient's experience of the wound/dressing and the 

psychological aspects (anxiety, satisfaction etc). The two measures were named the Wound 

Management Questionnaire and the Wound Experience Questionnaires.  

 

Seven versions of measures were modified throughout the pre-testing phase. Pre-testing 

continued until no new issues were identified and no further refinements were believed to be 

necessary. The final version of The Wound Management Questionnaire contains four items, 

whilst The Wound Experience Questionnaire contains 10 items (See Supplementary File 5). 

Overall, the final versions of the measures were well received. In addition, 96% of 

participants stated that each measure took less than five minutes to complete.  

 

DISCUSSION 

This paper describes the development of two measures for assessing wound management and 

experience. The Wound Management Questionnaire assesses practical issues early after 

surgery for completion by health care professionals and The Wound Experience 

Questionnaire assesses symptoms and patient satisfaction with their wound and dressings. 

These measures were developed using a mixed methods approach, including data extraction 

from 26 published RCTs and interviews with 64 patients and 15 health care professionals. 

Final versions of the measures were easily completed and acceptable to patients and health 

care professionals. Further work is needed to examine their reliability and validity in a wider 

group of patients. 

 

Given the absence of evidence supporting the effectiveness of dressings for the prevention of 

SSIs, decision-making around dressings needs to be informed by issues such as managing 

wound exudate, offering physical protection and meeting patients’ desires for wound 

coverage. However, systematic reviews have highlighted a lack of meaningful outcome data 

on wound symptom management and patient experiences of primary surgical wounds and 

acceptability of dressings (2, 3, 6). To our knowledge, this is the first study to explore these 

important issues in patients with closed primary surgical wounds. The measures are intended 

to be used in future studies including a wide variety of primary abdominal wounds such as 

those created during elective or acute surgery, surgery for benign or malignant disease and 
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bowel resection of obstetric procedures. Such studies will always record the patient group 

which will be important to consider when looking at the results of the measures. 

 

True patient-centred outcome measures require full consideration of patients’ experiences and 

views’ (7, 8). The main strength of this research, therefore, is the use of qualitative research 

methods to provide important insights into the under researched area of early issues related 

primary surgical wounds relating to practical wound management and patient experience. We 

adopted a purposeful sampling strategy to ensure that perspectives were captured from a range 

of participants in relation to their primary surgical abdominal wound (10). Data produced 

from the interviews were supplemented by an analysis of existing RCT outcomes to ensure a 

comprehensive list of issues were initially generated, and therefore acted as a method of 

triangulation to increase the plausibility and dependability of the interview data (11).   

 

However, it is important to note that these measures have only been pre-tested in relation to 

primary surgical wounds. Wounds that are intentionally left open or wounds that have 

developed problems are likely to require dressings that have advanced practical properties that 

are tailored to the wound requirements (15). Although participants were purposefully 

sampled, most had had a dressing of some kind (94%). A prospective real-time survey of 

dressings has demonstrated that this reflects current practice (16). In addition, these measures 

have only been pre-tested in relation to abdominal surgical wounds. However, characteristics 

of wound healing in this area are likely to be consistent with many other parts of the body. 

Furthermore, these measures focus specifically on the experience of dressings - methods of 

wound closure (i.e. potentially leading to differential ease of removal of sutures or staples) 

may also affect patient experience, although this would require further investigation. 

 

In summary, our measures can be completed both by patients and by health care professionals 

responsible for post-operative wound care. These measures will now be further developed to 

ensure they are appropriate and psychometrically-tested instruments, with a view to informing 

decision-making around dressings.  
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Interview Topic Guide: Phase 1: Generation of relevant issues 

 

Background, interviewee details and ice breaker 

 Interviewee background and details of procedure that the interviewee has had (type of procedure elective or 

emergency? have you had before?, when, where, length of stay in hospital, recovery period). 

o Just to give me some background, can you just tell me a little bit about the procedure that you had, 

the surgical procedure?  

o How have you been, in terms of recovery? Length of stay? When came home? 

o Is this your first? 

 

Expectations/experiences of wound care 

o Did/do you have any expectations about whether or not you would have a dressing? Where do you 

think these expectations came from? 

o What kind of dressing? When did they take it off? [home/hospital?] Same one? How did you find 

having the dressing? Why do you think you had/did not have a dressing? Do you think it had any 

impact on your wound healing? 

o Why do you think they do/don’t use dressings?  

o Thoughts/reactions to alternative wound management methods (i.e. dressing or no dressing in 

relation to what patient has experienced/what patient expects). (Explore patient thoughts on impact 

this may have on previously mentioned issues (e.g. recovery, symptoms, practicalities). 

 

Patient perspectives on a trial of dressing type 

Okay, the basis of this study is like I said, we’re trying to find out if dressing the wounds is helpful or not. In a study, 

patients would be randomly allocated by chance to either receive dressings or receive no dressings. The doctor 

wouldn’t decide and the patient wouldn’t decide. What we’re trying to find out is, in patients who have had a 

similar type of surgery, if we have one group of patients that have them on so and another group of patients that don’t, 

then can we compare them to see if there’s any difference between the groups. 

o Do you think you would participate? (Reasons why/why not? Any reservations?)  

o Can you imagine your family and/or friends would participate in a study like this? 

o What kinds of things do you think you might consider, when deciding whether or not to take part? 

Do you think you would have any questions about the study? What kind of things might you want 

to know about in advance? 

o How do you think you would feel about random allocation to dressing type, specifically the 

possibility of receiving no wound dressing? [explain randomisation to patients, then ask…] If you 

were in a group that didn’t receive a dressing, do you think you would have thought about your 

care differently?  

o In paediatrics, they don’t use dressings. Changes impression? 

o What about a glue dressing?  

o Can you think of any potential problems we might come across if we were doing this study, any 

practical problems or any difficulties we might come across? 

o Perspectives on important outcomes to include in a trial of dressing use. We would like this study 

to help us answer the question of whether dressings should be used in patients such as yourself 

(and if so, what type of dressing is best). What do you think are the important factors we should 

consider when making any future recommendations on dressing use? Satisfaction? Infection? 

Healing times? 

 

Closing 

 Summarise key points 

 Any further questions? 

 Thank patient for their time and explain how they have helped. 
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Interview Topic Guide: Phase 3 – Pre-testing 

 

 

Introduction 

 As you know, we are going to audio-record you whilst you complete the questionnaire that we have 

developed. During this, we would like to understand your opinion of the questions, in terms of the language 

used and the relevance to your post-operative experience. It is important to remember that there are no right or 

wrong answers, but that this will help us to understand how the questionnaire should be developed. This 

should take no longer than an hour, although you can stop the discussion at any time. The information that you 

provide is not going to be fed back to your clinical team. 

 Complete consent form and data collection form 

 Any questions? 

 

Background (procedure and recovery) 

 Could you tell me a little bit about what you had done? (Probe: When? Where? Elective/emergency?) 

 How has recovery been for you so far? (Probe: How feeling? Length of stay? When expected to go home?) 

 How has the wound been healing? (Probe: How does wound feel? Any problems?) 

 

PWMQ: Can we work through the questionnaire as you complete it, with you explaining how you understand 

the items and what you will put for this question. 

 DT to not clarify meaning, but just repeat question.  

 If P uncertain, try to understand why.  

 Note any potential issues to be discussed after completion. 

 

PWMQ: Understanding responses to each question 

• Can you tell me in your own words what that question was asking? (Probe: What does the word XX mean to 

you? Are there any other ways you would describe it?) 

• What does [not at all/a little/quite a bit/very much] mean to you? 

• Was it easy to choose an answer?  

• Explore where participants have indicated confusion 

 

After completion: 

 What did you think of the questionnaire?  

 Were the questions relevant to your experience? (Probe: Are there any others that should be included?) 

 Any difficulties filling in questions? 

 Do you think it captures your experience of your wound in the past 24 hours?  

 What does the word “practical wound management” mean to you? 

 Do you have any other suggestions on how the questionnaire could be improved?  (Probe: alternative 

wording, additional questions, response categories, layout/presentation, length of questionnaire?) 

 You have given your answers based on the past 24 hours. Would your answers differ if you were thinking 

about your entire recovery from surgery? (Probe: When do you think would be the best time to complete 

questionnaires like these?) 

 

Closing 

 Summarise key points 

 Any further questions? 

 Thank patient for their time and explain how they have helped. 
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Table 1: Item tracking matrix of all issues identified 

 
Category 

 
Issue 

Identified by 

Additional comments 

Included in questionnaire? 

Interviews Literature 
(n=26 
RCTs) 

If yes, questionnaire item Why not included DE 
(n=28) 

LR 
(n=19) 

CM 
(n=11) 

Wound 
comfort 

Itchiness 

✓ ✓ ✓ ✓ CM: Described by patients as an outcome 
(looking at the wound to check if it is irritated, 
inflamed, etc) 
DE: Similar to inflammation (‘burning’ 

Q1: Has the wound been itchy?  

Pain 

✓ ✓ ✓ ✓ DE: Described as ‘sore’, ‘hurt’, ‘tender’, 
‘uncomfortable’.  
DE: Sometimes mentioned in the context of a 
numerical scale. 
RM: Described as ‘burning pain referring to a 
dressing-related sensation felt under the 
dressing’ in one study 
RM: Also ‘tenderness’ 
CM: ‘sore’, ‘painful’ – discussed in terms of 
dressing removal 

Q2: Has the wound been painful?  

Presence of pulling 
sensation 

✓   ✓ LR: Described as wound ‘being able to breathe’, 
‘stuffiness’ 

Q3: Has the wound had a pulling 
sensation? 

 

Tightness of wound ✓ ✓  ✓  Q4: Has the wound felt tight?  

Wound comfort 
(overall or 

unspecified) 

   ✓ RM: Also measured as ’Discomfort’ in the 
literature 
RM: Includes ‘Discomfort with skin problems’ 

 Excluded as covered in Q1 – Q4 

Exudate and 
its impact 

Whether there was 
any exudate 

✓ ✓ ✓ ✓  Q5: Has the wound leaked?  

Type of exudate 
(blood, other) 

✓ ✓ ✓ ✓ DE: Described as ‘mess’, ‘manky’, ‘leaking’, 
‘gunge’, ‘oozing’, ‘soaking’, ‘brown mess’ 
LR: ‘moistness’, Ooziness’, ‘dampness’  
RM: Described as ‘discharge’ ‘fluid’ ‘oozing’ 
CM: ‘Seeping’ 

Q5: If so, was it: clear fluid? cloudy fluid? 
Blood-stained fluid? thick and yellow/green 
fluid? 
 

 

Whether exudate 
marks 

bedding/clothing 

✓ ✓ ✓  DE: Described as ‘stains’, LR: ‘manked up 
clothing’ 

Q6: Has the leakage resulted in changed 
bedding/ clothes? 

 

Degree dressing 
absorbs exudate 

✓ ✓ ✓ ✓  Q7: How would you describe the wettest 
dressing? 

 

Whether additional 
dressing required 

✓ ✓ ✓ ✓ RM: Includes reasons for dressing changes 
CM: use two dressings when oozing is 
important, don’t want to take original dressing 
off 

Q8: Has a dressing or glue been put on the 
wound (or replaced)? 

 

Anxiety associated 
with exudate 

✓ ✓ ✓    Excluded as captured in Q15: “Have 
you felt any anxiety about your 

wound?” 

Allergic 
reactions to 
the dressing 

Any allergic reactions 
to dressing/blistering 

✓ ✓ ✓ ✓ RM: Also include skin damage/injury b) has the wound blistered?  

Dressing 
removal 

 

Whether dressing 
comes off 

✓ ✓ ✓   Q9: Has the dressing or glue come off or 
been removed 

 

Whether dressing 
needs to be taken off 

✓ ✓ ✓  CM: patient or partner Q9 Q9: Has the dressing or glue come off 
or been removed? 
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(if so, by patient or 
professional) 

If “Yes”, was it taken off by a 
doctor/nurse/other health specialist? 

Whether travel is 
required to 

change/remove 
dressing (i.e. seeing 
nurse or GP/post op 

visits) 

✓ ✓     Not relevant to early post-operative 
period 

Any discomfort during 
removal 

✓ ✓ ✓ ✓  Q10 Was there any discomfort when 
removing the dressing? 

 

Any pain during 
removal 

✓ ✓ ✓  DE: Causes ‘pain’, skin is ‘tender’, ‘sore’, pulls 
hairs, sticks to skin) 
RM: ‘Pain on removal of the dressing’ 

Q11 Was there any pain when removing 
the dressing? 

 

Wound 
protection 

Dressings protecting 
the wound 

   ✓  Q12 Has the wound felt protected? (i.e. 
from catching on anything or being 
knocked) 

 

Whether 
dressing/wound rubs 

on clothes 

✓ ✓ ✓  LR: Awkwardness of wearing clothes over 
dressing 

Whether 
dressing/wound 
catches on other 

things 

✓ ✓ ✓  CM: bedsheets 

Impact on 
daily 

activities 

Ability to get back to 
work 

✓ ✓    Q13: Have you been able to perform 
everyday tasks? (i.e. showering/ bathing, 
getting dressed) 

 

Ability to 
shower/bathe 

✓ ✓ ✓ ✓ RM: Described as ‘Ability to facilitate personal 
hygiene’ in one study 
RM: Described as ‘Appreciation of possibility to 
shower’ in one study. Also ‘satisfaction with the 
possibility to wash oneself’ 

Ease of movement 
(e.g sitting, walking, 

stairs) 

✓ ✓  ✓ DE: Standing up, walking 
RM: Described as ‘Ability to facilitate mobility’ 
in the literature. Also ‘Does the dressing limit 
you in movement?’ 
DE and LR: Includes sneezing/coughing 

Ability to perform 
everyday tasks (e.g 

self-care) 

✓ ✓ ✓  DE: Washing/self-care, driving, walking, 
housework, cooking, exercise 

Ease of getting 
dressed 

✓     

Going to the toilet  ✓ ✓   

Self-management of 
wound 

 ✓ ✓ ✓ RM: ‘Ease of managing wound’ was a PRO 
measured in the first 3 weeks after surgery on a 
1-10 scale in one study 

Change to usual 
clothing 

 ✓ ✓   

Overall recovery    ✓ RM: not a PRO (surgeon rating) 

Ease of 
movement 

(Dis)comfort when 
sitting 

✓ ✓ ✓   Q14: Have you been able to move around 
easily? 

 

(Dis)comfort when 
lying 

✓ ✓    
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(Dis)comfort whilst 
sleeping/sleep quality 

✓ ✓    

(Dis)comfort whilst 
moving 

✓ ✓ ✓  CM: related to tightness of dressing 
 

Anxiety 
about the 

wound 

Feeling of 
security/safeness (in 

relation to the 
wound?) 

✓ ✓ ✓   

Q15: Have you felt any anxiety about your 
wound? 

 

Feeling of 
vulnerability 

 ✓ ✓   

Not having to worry 
about 

wound/dressing 

✓ ✓ ✓  DE: ‘You can just forget about it, you don’t have 
to think about 

Feeling protected ✓ ✓ ✓   

Stress 
levels/psychological 
discomfort/anxiety 

✓ ✓    

Feeling constricted by 
dressing 

✓ ✓    

Cleanliness of 
environment 

✓ ✓ ✓  DE:  Described as ‘hygiene’, ‘coming into 
contact with bugs’ 

Fear of infection ✓ ✓ ✓   

Anxiety about bodily 
contents spilling 

out/wound bursting 
open 

✓ ✓ ✓  LR: Described as ‘coming open’, ‘split apart’, 
‘rupture’ 

Satisfaction 
with 

dressing/ not 
having a 
dressing 

Satisfaction with 
(appearance of) 

dressing 

✓ ✓  ✓ LR: ‘Neatness’, ‘prominence’ 
RM: Measured as ‘How satisfied overall do you 
feel with your dressing?’ 

Q16: Have you felt satisfied with 
having/not having a dressing? 

 

Whether patient 
would prefer to see 

the wound 

✓ ✓   DE: Anxiety/reassurance/fear/discomfort 
RM: Described as ‘how well the incision could 
be seen under the dressing’ and ‘transparency’ 

Degree dressing fits 
contours of the 

skin/clothing 

✓ ✓  ✓ RM: Described as ‘Conformability of the 
dressing to the wound’ in one study 

Dignity   ✓  CM: Having a dressing gives more dignity 

Confidence   ✓  CM: Confidence to walk around without having 
to worry 

Appreciation of 
absence of bandage 

   ✓  

How long dressing 
stays on 

✓ ✓ ✓ ✓ CM: ‘the longer you leave a dressing on the 
harder it is to get off’ 

Ease of removal 

✓ ✓ ✓ ✓ RM: ‘Ease of dressing application’ was 
measured in one study but this was rated by a 
surgeon not patient 
LR: Any exudate from removal 
DE, CM,: Any remnants remaining after removal 
(‘bits of glue’) 

Degree of stickiness ✓ ✓ ✓ ✓ CM: stitches stick to legs when sitting (gynae) 
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DE: Mostly considered to be positive, but 
sometimes makes removal tricky 
DE: Described as: ‘It stays in place and doesn’t 
wriggle up’ 
RM: Described as ‘Dressing integrity’ in one 
study also ‘How much the dressing had 
loosened’ 
CM: dressings don’t stick well because of body 
hair 

Awareness of 
dressing/wound 

✓ ✓ ✓ ✓  

If patient reapplies, 
ease of reapplying 

dressing 

✓ ✓  ✓  

Whether additional 
support or materials 

provided 

✓ ✓ ✓   

Whether patient uses 
own dressing 

✓ ✓ ✓   

If patient reapplies, 
ease of reapplying 

dressing 

✓ ✓  ✓  

Overall 
satisfaction/satisfacti

on with overall 
experience 

   ✓  

Wound 
appearance 

Perceptions of healing 

✓ ✓ ✓ ✓ DE: Described as  ‘healing very nicely’, ‘rate of 
healing’ 
LR: Sub-codes – ‘quality of healing’, ‘speed of 
healing’, ‘whether healed or not’, ‘suggested as 
main outcome’. Patients often discuss scab 
formation when talking about healing.  
RM: Measured as ‘Effectiveness (wound 
healing)’ in one study 1= well healed, 3=poorly 
healed, not a PRO. Also measured as a PRO in 
another study ‘Has your wound healed?’ 
CM: Healing could be a standalone category 
(one of the outcomes): definition of healing, 
healing time 

 Relevant to longer term outcomes of 
wound healing (not relevant within 
first days of surgery) 
Patients’ wounds not visible if 
dressing applied 

Bruising ✓ ✓   DE: Described as ‘black and blue’ 

Colour 

✓ ✓ ✓ ✓ DE: Described as ‘purple’/’pink’/’grey’/’red’ 
(see inflammation’)  
LR: ‘Black and bluish’ (also fit under ‘bruising’, 
as above) 
RM: Redness 
CM: Colour was talked about more in the 
context of healing, ie as an indicator (for the 
patients) of whether or not the wound was 
healing 

Cosmesis/aesthetics 
 ✓  ✓ RM: Described as ‘cosmesis’, ‘cosmetic 

outcome’ and ‘cosmetic result’ in the literature 
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Scars 

✓ ✓ ✓ ✓ DE: A long term measure 
RM: Pigmentation, scar colour, prescence of 
inflammation, suppleness or pliability, scar 
height or evenness with the surrounding skin, 
using modified Vancouver Burn Assessment 
Scale 

Size ✓ ✓ ✓   

Scabbing ✓ ✓ ✓  DE: Associated with healing 

Inflammation/swellin
g 

✓ ✓ ✓  DE: Described as ‘burning’ 
CM: Described by patients as an outcome 

Overall appearance of 
wound 

✓ ✓ ✓  DE: Described as ‘unsightly’, ‘neat’, ‘tidy’, 
‘messy’ LR: ‘ugly’ 
CM: ‘Smooth’ 

Maceration of the 
skin 

   ✓ RM: not a PRO 

Satisfaction with the 
appearance of the 

wound 

   ✓  

Whether patient 
would prefer to see 

the wound 

✓ ✓    

 

Page 26 of 44

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 19, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-016155 on 26 N

ovem
ber 2017. D

ow
nloaded from

 

http://bmjopen.bmj.com/


For peer review only

 

* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Pain - Patient reported 0 to 10 cm  VAS Day 1, Day 10 Amin 2009 2,3 

Cosmesis of wound Cosmesis of wound Patient reported Poor 0  5 Excellent 10 3 months post-op Amin 2009 2,3 

Ability to shower same day 
Ability to shower same 

day 
Patient reported Poor (0) Satisfactory (1) Excellent(2) 3 months post-op Amin 2009 2,3 

Need visit GP for wound 

care 

Need visit GP for 

wound care 
Patient reported "Could have done without; Didn’t mind; N/A" 3 months post-op Amin 2009 2,3 

Pain on removing clips Pain on removing clips Patient reported Yes/No 3 months post-op Amin 2009 2,3 

Pain/Tightness of wound 

after 3 months 

Pain/Tightness of 

wound after 3 months 
Patient reported Slight(0)Moderate(1)Significant(2) 3 months post-op Amin 2009 2,3 

Overall comfort with 

wound 

Overall comfort with 

wound 
Patient reported Poor(0)Satisfactory(1)Excellent(2) 3 months post-op Amin 2009 2,3 

Allergic reactions Allergic reactions Patient reported Yes(0)No(1) 3 months post-op Amin 2009 2,3 

Overall satisfaction Overall satisfaction Patient reported Poor 0; 5; 10 Excellent 3 months post-op Amin 2009 2,3 

Cosmetic appearance 

How would you 

evaluate your skin 

stitches after the 

operation? 

Patient reported 
1 (very poor) 2 (poor) 3 (medium) 4 (good) 5 

(very good) 
Day 40 post-op Asvar 2009 2 

Satisfaction 
What is your 

satisfaction? 
Patient reported 

1 (very poor) 2 (poor) 3 (medium) 4 (good) 5 

(very good) 
Day 40 post-op Asvar 2009 2 

Perceived patient 

satisfaction 
- Physician reported “Ratings” Day 10 

Blondeel 

2004 
2,3 

Cosmesis - Patient reported 
“Ratings” – unspecified categories but included 

“outstanding” 
Day 10 

Blondeel 

2004 
2,3 

Overall comfort - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Ability to shower - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Dressing changes - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Tension at the wound - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Hygiene problems - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Allergic reaction - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Overall satisfaction - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Cosmesis - Physician reported validated Modified Hollander Instrument Day 30 
Blondeel 

2004 
2,3 

Dressing changes - Observer reported n/a unspecified Burke 2012 4 

Incidence of blistering - Observer reported n/a unspecified Burke 2012 4 

Cosmetic outcome - Unspecified Scale, 1-10 

Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Chibbaro 

2009 
2,3 

Wound management by 

the patients 
- Unspecified Unspecified 

Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Chibbaro 

2009 
2,3 

Satisfaction - Patient reported Scale, 1-10 
Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

Chibbaro 

2009 
2,3 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Appreciation of possibility 

to shower 
- Unspecified Unspecified 

Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Chibbaro 

2009 
2,3 

Appreciation of absence of 

head bandage 
- Unspecified Unspecified 

Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Chibbaro 

2009 
2,3 

Number of dressing 

changes 
- 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 

Blistering - 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 

When the dressing required 

changing 
- 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 

Reason for dressing change - 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 

Number of post operative 

days 
- 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Volume of wound exudate - 

Collected by 

surgeons, nurses and 

junior medical staff 

Amount of seepage through the dressing and the 

apparent volume found on the wound after the 

dressing was removed 

during hospital stay Cosker 2005 1 

Satisfaction with wound 

closure method 
- Patient reported Satisfied / Dissatisfied 

24 to 48 hrs, 4 to 6 weeks, 3 

months post-op 
Dowson 2006 2,3 

Satisfaction with 

appearance of the wound 
- Patient reported Satisfied / Dissatisfied 

24 to 48 hrs, 4 to 6 weeks, 3 

months post-op 
Dowson 2006 2,3 

Degree of pain - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Ease of managing wound - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Ability to take a shower - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Postoperative visits - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Use of dressings - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Comfort - 
Interview with 

physician 
Unspecified 1, 2, & 4 weeks post-op Greene 1999 2,3 

Presence of a pulling 

sensation 
- 

Interview with 

physician 
Unspecified 1, 2, & 4 weeks post-op Greene 1999 2,3 

Appreciation of the lack of 

suture removal 
- 

Interview with 

physician 
Unspecified 1, 2, & 4 weeks post-op Greene 1999 2,3 

Discomfort in connection 

with removal of dressing 
- Unspecified Unspecified during hospital stay Holm 1998 1 

Number of dressing 

changes 
- Observer reported n/a during hospital stay Holm 1998 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Adhesion of dressing to the 

skin 
- Observer reported Unspecified 

daily inspection until 

discharge 
Holm 1998 1 

Cosmetic result - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Width of the scar - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Downbinding of the scar - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Colour of the scar - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Elevation of the scar - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Cosmetic outcome - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Supposed inconvenience of 

the scar 
- Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Exudate - Observer reported Unspecified 
daily inspection until 

discharge 
Holm 1998 1 

Leakage - Observer reported Unspecified 
daily inspection until 

discharge 
Holm 1998 1 

Transparency - Observer reported Unspecified, but included milky and slightly milky 
daily inspection until 

discharge 
Holm 1998 1 

Dressing changes - Observer reported No. of days stayed in place unspecified Holm 1998 1 

Reasons for dressing 

changes 
- Observer reported Unspecified unspecified Holm 1998 1 

Maceration of the skin - Observer reported Unspecified unspecified Holm 1998 1 

Post operative wound 

infection 
- Observer reported Unspecified unspecified Holm 1998 1 

Comfort - Observer reported Yes/No 1 week and 1 month Keng 1989 2 

Cosmesis - Observer reported 1 (poor) to 5 (excellent) 1 week and 1 month Keng 1989 2 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Satisfaction with the 

incision closure 
- 

Patient verbal report; 

response recorded by 

staff 

Either “satisfied” or “dissatisfied” 3 month follow up Kent 2014 2 

Overall appearance - 

Patient verbal report; 

response recorded by 

staff 

Either “satisfied” or “dissatisfied” 3 month follow up Kent 2014 2 

Satisfaction with the 

techniques of skin closure 
- Patient reported 

VAS between 0 and 100, where 100 represented 

maximal satisfaction. 

Between 8 and 12 weeks 

post-op 
Khan 2006 2,3 

Dressing or superficial 

wound discomfort 
- Unspecified Linear analogue scale 5 days post -op Law 1987 1 

Dressing preference - Unspecified Unspecified unspecified Law 1987 1 

Wound infection - Unspecified Discharge of purulent material unspecified Law 1987 1 

Number of dressing 

changes 
- Unspecified n/a unspecified Law 1987 1 

Quality of the final scar - Unspecified Unspecified unspecified Law 1987 1 

Blisters - Observer reported 
Defined as any lifting of the epidermis with 

underlying fluid 
48 hours post-op and 5 days 

Lawrentschu

k 2002 
1 

Wound condition - Observer reported Unspecified 5 days 
Lawrentschu

k 2002 
1 

Swelling - Observer reported Measured thigh girth 48 hours post-op and 5 days 
Lawrentschu

k 2002 
1 

Wound infection - Observer reported Unspecified unspecified 
Lawrentschu

k 2002 
1 

Cosmetic appearance - Patient reported 
100mm VAS (0 worst outcome, 100 best 

outcome) 
3 months Livesey 2009 2,3 

Satisfaction with the scar - Patient reported 
100mm VAS (0 extreme dissatisfaction, 100 

complete satisfaction) 
3 months Livesey 2009 2,3 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Appearance of the wound - Patient reported 

5 point Likert scale (1=much better than 

expected, 2= better than expected, 3= as 

expected, 4= worse than expected, 5=much 

worse than expected) 

3 months Livesey 2009 2,3 

Discomfort (pain in the past 

48 hrs) 
- Patient reported 0 to 10 cm  VAS 2-3 & 7-10 days post-op Michie 1994 1 

Discomfort (pain on 

removal of the dressing 
- Patient reported 0 to 10 cm  VAS 2-3 & 7-10 days post-op Michie 1994 1 

Overall comfort - Patient reported 0 to 10 cm  VAS 2-3 & 7-10 days post-op Michie 1994 1 

Wound itching (in the past 

48hrs) 
- Patient reported 0 to 10 cm  VAS 

2-3, 7-10 days, 4 weeks, 7 

months post-op 
Michie 1994 1 

Wound pulling (in the past 

48 hrs) 
- Patient reported 0 to 10 cm  VAS 

2-3, 7-10 days, 4 weeks, 7 

months post-op 
Michie 1994 1 

Conformability of the 

dressing to the wound 
- Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Ability to contain exudate - Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Ability to protect the 

wound 
- Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Ability to facilitate mobility - Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Ability to facilitate personal 

hygiene 
- Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Overall impression of the 

incision 
- Patient reported 0 to 10 cm  VAS 2-3 & 7-10 days post-op Michie 1994 1 

Evaluation of resulting scar 

Pigmentation, scar 

colour, prescence of 

inflammation, 

suppleness/pliability, 

Patient and surgeon 

reported 

modified Vancouver Burn Assessment Scale (0 to 

3 score) 

4 weeks and 7 months post-

op 
Michie 1994 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

scar height/evenness 

with the surrounding 

skin 

Ease of dressing application - Surgeon reported Yes/No 2-3 & 7-10 days post-op Michie 1994 1 

Ease of dressing removal - Surgeon reported Yes/somewhat difficult 2-3 & 7-10 days post-op Michie 1994 1 

Cosmetic result - Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Infection - Surgeon reported Unspecified 2-3 & 7-10 days post-op Michie 1994 1 

Pain upon palpation of the 

wound 
- Surgeon reported 3 point scale including Somewhat/no 7-10 days post-op Michie 1994 1 

Overall wound aspect - Surgeon reported 3 point scale including Excellent/good 7-10 days post-op Michie 1994 1 

Overall recovery - Surgeon reported 3 point scale including Excellent 7-10 days post-op Michie 1994 1 

Presence of small stitch 

abscess 
- Surgeon reported Yes/no 7-10 days post-op Michie 1994 1 

Satisfaction with wound 

cosmesis 
- Parent reported 100mm VAS 

2 to 3 weeks and 3 months 

follow up assessment 

(although unable to complete 

latter assessment as only 9 

patients returned) 

Ong 2002 2,3 

Level of satisfaction with 

early postoperative 

management of the wound 

(regarding requirement of a 

return visit for medications, 

the possibility to wash 

oneself, the stuture 

removal) 

- 
Patient reported 

(verbal) 

Numerical scale  0 to 10 (0-4, poor; 5-6, mild;7-8, 

good; 9-10, excellent) 

15 days, 1, 3, 6 and 12 

months 
Pronio 2011 2 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Discomfort - Unspecified Unspecified 
15 days, 1, 3, 6 and 12 

months 
Pronio 2011 2 

Pain - Unspecified Unspecified 
15 days, 1, 3, 6 and 12 

months 
Pronio 2011 2 

Pain 

Pain resulting from 

dressing usage and not 

including mobilisation 

Patient reported 
Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Itching - Patient reported 
Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Burning 

Burning pain refering 

solely to a dressing-

related sensation felt 

under the dressing 

Patient reported 
Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Discomfort during use of 

dressing 
- Patient reported 

Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Pain at dressing removal - Patient reported 
Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Skin damage (erythema, 

blisters or skin injury) 
 Observer reported Small; 1-2cm, medium; 2-5cm, large<5cm during hospital stay 

Ravnskog 

2001 
4 

Satisfaction with the 

cosmetic result 
- Patient reported Dichotomous (satisfaied/dissatisfied) Day 10 and day 90 Romero 2011 2 

Pain at port sites - Surgeon reported Unspecified Day 10 and day 90 Romero 2011 2 

Satisfaction with cosmetic 

result 
- 

Patients were asked 

by the senior 

dermatologist 

1 (very satisfied) to 5 (not satisfied) 1 year post-op 
Shamiyeh 

2001 
2,3 

Degree of pain - Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Ease of managing the 

surgical wound 
- Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Ability to take a shower - Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Overall satisfaction - Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Cosmetic appearance - Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Comfort of the dressing 

(discomfort at mobilization) 
- Patient reported 

3 point scale (no discomfort at all, minor 

problems, severe discomfort) 
Daily for 4 days after surgery Vogt 2007 1 

Comfort of the dressing 

(pain at dressing changes) 
- Patient reported 

3 point scale (no discomfort at all, minor 

problems, severe discomfort) 
Daily for 4 days after surgery Vogt 2007 1 

Comfort of the dressing 

(skin problems) 
- Patient reported 

3 point scale (no discomfort at all, minor 

problems, severe discomfort) 
Daily for 4 days after surgery Vogt 2007 1 

Signs of infection - redness, 

tenderness, swelling, 

exudates 

- Observer reported Unspecified 2 weeks post-op Vogt 2007 1 

Wound complications - 

haematoma or persistent 

lymph oozing, surgical 

revision 

- Observer reported Unspecified 2 weeks post-op Vogt 2007 1 

Length of hospital stay - Observer reported n/a n/a Vogt 2007 1 

Number of dressing 

changes 
- Observer reported n/a during postoperative stay Vogt 2007 1 

Patient comfort (difficulty 

in removing the dressings) 
- Nurse reported Unspecified Day 5 Wikblad 1995 1 

Patient comfort (pain at 

dressing removal) 
- Nurse reported 

3 point scale from "no pain at all"  to "very 

painful" 
Day 5 Wikblad 1995 1 

Number of bandage 

changes 
- Nurse reported n/a Day 1 to day 5 Wikblad 1995 1 

Reason for bandage 

changes 
- Nurse reported n/a Day 1 to day 5 Wikblad 1995 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Effectiveness (wound 

healing) 
- 

Independent raters 

judging photograph 

1=well healed (wound edges well together; a gap 

of <5% length of the incision allowed with no or 

slight redness), 2=partially healed (gaps >5% but 

<20% with slight to excessive redness), 3=poorly 

healed (gaps>20% with excessive redness) 

Day 5 and 4 weeks after 

surgery 
Wikblad 1995 1 

Redness - 
Independent raters 

judging photograph 

0=no redness, 1=slight redness, 2= excessive 

redness 

Day 5 and 4 weeks after 

surgery 
Wikblad 1995 1 

Wound healing 

Do you think the wound 

is well/partially/poorly 

healed? 

Patient reported 3 point scale 
Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Skin changes - Patient reported Unspecified 
Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Redness Is the wound red? Patient reported Yes/No 
Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Swelling 
Does the wound look 

swollen? 
Patient reported Yes/No 

Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Itching Does the wound itch? Patient reported Yes/No 
Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Skin changes (erythema 

and blisters) 
- 

Independent raters 

judging photograph 
n/a Day 5 Wikblad 1995 1 

Clinical utility (ability to 

allow ongoing evaluation of 

the incision) 

How well the incision 

could be seen through 

the dressing 

Nurse reported 1=good, 2=partially, 3=not atall Day 1 to day 5 Wikblad 1995 1 

How much the dressing had 

loosened 
- Nurse reported graded scale from 1 to 3 Day 1 to day 5 Wikblad 1995 1 

Treatment with antibiotics - Nurse reported yes/no 4 weeks after surgery Wikblad 1995 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Safety (presence of 

infection - wound culture) 
- Clinical sample n/a - lab sample Day 5 Wikblad 1995 1 

Dressing awareness 

How aware are you of 

your dressing most of 

the time? 

Patient reported 
10 cm visual analogue scale with three anchors 

at 0,5 and 10cm 
Day 1 to day 5 Wynne 2004 1 

Movement limitation 
Does the dressing limit 

you in moving about? 
Patient reported 

10 cm visual analogue scale with three anchors 

at 0,5 and 10cm 
Day 1 to day 5 Wynne 2004 1 

Comfort with removal 

How comfortable do 

you feel during dressing 

changes? 

Patient reported 
10 cm visual analogue scale with three anchors 

at 0,5 and 10cm 
Day 1 to day 5 Wynne 2004 1 

Overall satisfaction 

How satisfied overall do 

you feel with your 

dressing? 

Patient reported 
10 cm visual analogue scale with three anchors 

at 0,5 and 10cm 
Day 1 to day 5 Wynne 2004 1 

Wound healing -

approximation 
- Observer reported 

4 categories (total, partial;<2cm of superficial 

separation, moderate;>2cm of superficial 

separation, dehisced; complete separation of 

layers) 

Day 1 to day 5 Wynne 2004 1 

Wound healing - skin 

itegrity 
- Observer reported 

3 categories (normal; pink no redness, 

inflammed; heat redness swelling, macerated 

within a 2.5cm border of the incision) 

Day 1 to day 5 Wynne 2004 1 

Wound infection - Observer reported CDC criteria unspecified Wynne 2004 1 

Dressing integrity - Observer reported 
3 catergories - suture line exposed, poorly 

sealed, well sealed 
unspecified Wynne 2004 1 

Experience with wound 
Has your chest wound 

healed? 
Patient reported Yes/No One month post-discharge Wynne 2004 1 

Antibiotic therapy Has your doctor given 

you any antibiotics for 
Patient reported Yes/No One month post-discharge Wynne 2004 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

 

your chest wound, 

since you left hospital? 

Experience with wound 

Over the past month, 

has there been any 

fluid/discharge oozing 

from the chest wound? 

If so, how would you 

describe the fluid: 

watery, straw coloured; 

blood stained; pus 

(think yellow) 

Patient reported Yes/No One month post-discharge Wynne 2004 1 

Experience with wound 
Was a dressing required 

on your wound? 
Patient reported Yes/No One month post-discharge Wynne 2004 1 

Experience with wound 

Have you had any of 

the following problems 

with your chest wound? 

Redness, swelling, pain, 

tenderness 

Patient reported Yes/No One month post-discharge Wynne 2004 1 

Experience with wound 

Has your local doctor 

told you at any time 

your chest wound was 

infected? 

Patient reported Yes/No One month post-discharge Wynne 2004 1 
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Bluebelle dressing allocation: Simple dressing 

Study ID:  

Participant name:  

Date of surgery:  

Date completed:  

Wound Experience Questionnaire 

We are interested in how your wound(s) have healed since your operation and your experience of having a dressing, 
as part of the Bluebelle study. Please complete this short questionnaire yourself. You can complete the 

questionnaire as soon as you feel ready, but ideally this will be within four days of having your operation. If there is 
more than one wound, please respond thinking about just one wound – either the main one or another wound if 

there have been any concerns about how it has been healing.  
 

When you have completed the questionnaire, please return it in the pre-paid envelope provided. 

Section 1: Wound comfort 
 Not at all A little Quite a bit A lot 

1. Has your wound been itchy? ☐ ☐ ☐ ☐ 

2. Has your wound been painful? ☐ ☐ ☐ ☐ 

3. Has your wound had a pulling sensation? ☐ ☐ ☐ ☐ 

4. Has your wound felt tight? ☐ ☐ ☐ ☐ 

5.  Has your wound been smelly? ☐ ☐ ☐ ☐ 
 

Section 2: Removing the dressing 
 Yes No 

If “No” go to Section 3, 
Question 7 6. 

Has the original dressing been removed/come off 
on its own? 

☐ ☐ 

 

If “Yes”, how did it come off? 
 Yes  

a) A doctor/nurse/other health professional ☐  

b) You/your partner/friend/family member ☐  

c) It came off on its own ☐  

 

  Not at all A little Quite a bit A lot 

d) 
Did you feel any pain when the dressing was 
removed?  

☐ ☐ ☐ ☐ 

e) 
Did you feel any anxiety when the dressing was 
removed? 

☐ ☐ ☐ ☐ 

      

Section 3: Experience of having a dressing 

  Not at all A little Quite a bit A lot 

7. 
Has your dressing prevented you from showering 
or washing?  

☐ ☐ ☐ ☐ 

8. Has your wound felt protected?  ☐ ☐ ☐ ☐ 

9. 
Have you felt any anxiety about your wound in 
relation to your dressing(s)? 

☐ ☐ ☐ ☐ 

10. Are you satisfied with your dressing(s)? ☐ ☐ ☐ ☐ 
 

Additional comments: 
………………………………………………………………………………………………………………………………………………………………………............... 

………………………………………………………………………………………………………………………………………………………………………………….... 

……………………………………………………………………………………………………………………………………………………………………………………. 

Thank you for completing this questionnaire. 

Note: Permission to use these measures must be obtained from the author (daisy.elliott@bristol.ac.uk). Work is being 

conducted to test the reliability, validity and sensitivity of these measures.  
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Bluebelle dressing allocation: Simple dressing 

Study ID:  

Participant name:  

Date of surgery:  

Date completed:  

Completed by (please tick): 

 Healthcare professional  
 Participant 
 Other (state):  

 

Wound Management Questionnaire 

To be completed by a healthcare professional up to 4 days after surgery 
Or 

To be completed by the participant up to 4 days after surgery if the participant is discharged before completion by 
a healthcare professional 

 
 

If there is more than one wound, please respond thinking about just one wound – either the main one or another 
wound if there have been any concerns about how it has been healing. When you have completed the questionnaire, 

please return it in the pre-paid envelope provided. 

Section 1: Wound leakage 
In the past 24 hours…  
 Not at all A little Quite a bit A lot 
1. Has fluid from the wound leaked 

through the dressing? 
☐ ☐ ☐ ☐ 

 If “Not at all”, go to Section 2, Question 3 

 
 Yes No If “Yes”, how many times? 
2.  Has the leakage required bedding or 

clothes to be changed? 
☐ ☐ ____________ 

 

Section 2: Dressings 
In the past 24 hours… 
 Yes No  
3. Has the original dressing been 

replaced? 
☐ ☐ If “No”,  questionnaire is complete 

 
 If “Yes”, how many times? __________   

 
      
4.  Why was the dressing replaced? Yes  

(tick all 
that 

apply) 

   

 a) Routine change ☐    

 b) The dressing was saturated ☐    

 c) The wound was irritated ☐    

 d) The wound was blistered ☐    

 e) Another reason ☐ If “Yes”, please specify what the reason was 
________________________________________________ 

Additional comments: 

………………………………………………………………………………………………………………………………………………………………………............... 

………………………………………………………………………………………………………………………………………………………………………............... 
……………………………………………………………………………………………………………………………………………………………………………………. 

Thank you for completing this questionnaire. 

 

Note: Permission to use these measures must be obtained from the author (daisy.elliott@bristol.ac.uk). Work is being 

conducted to test the reliability, validity and sensitivity of these measures.  
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Table 1: Consolidated criteria for reporting qualitative research (COREQ) 

 No Item Guide questions/description Comment 

Domain 1: Research team and reflexivity 

 

 

 

 

Personal 

characteristics 

1 Interviewer/facilitator Which author/s conducted the interview or focus 

group? 

LR, DE, CMM and CM (see pages 6 and 7) 

2 Credentials What were the researcher’s credentials? e.g. PhD, MD DE - BSc, PhD 

LR - BSc, PhD 
CMM - BA Hons, PgDip, MA PhD  

CM – MB ChB BSc 

3 Occupation What was their occupation at the time of the study?  DE - Qualitative Research Associate in Health 

Services Research 

LR - Lecturer in Qualitative Health Science 
CMM - Qualitative Research Fellow  

CM  - Research Fellow 

4 Gender Was the researcher male or female? Females 

5 Experience and training What experience or training did the researcher have? DE, LR and CMM have several years of 

experience conducting qualitative research. 

This has included completing many qualitative 

projects and attending training courses and 

workshops.  

 

 

 

 

Relationship with 

participants 

6 Relationship established Was a relationship established prior to study 

commencement? 

No 

7 Participant knowledge of 

the interviewer 

What did the participants know about the researcher? 

e.g. personal goals, reasons for doing the research 

The researchers introduced themselves, 

explained the purpose of the research and 

provided an information leaflet about the study  

8 Interviewer characteristics What characteristics were reported about the 

interviewer/facilitator? e.g. Bias, assumptions, reasons 

and interests in the research topic  

The researchers explained how qualitative 

research related to main Bluebelle trial 

Domain 2: study design 

 

 

Theoretical 

framework 

9 Methodological 

orientation 

and theory 

What methodological orientation was stated to 

underpin the study? e.g. grounded theory, discourse 

analysis, ethnography, phenomenology, content 

analysis 

 

Data were analysed thematically using 

techniques of constant comparison derived 

from grounded theory methodology (see page 

6) 
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Participant selection 

10 Sampling How were participants selected? e.g. purposive, 
convenience, consecutive, snowball 

Purposeful (see pages 6 and 7) 

11 Method of approach How were participants approached? e.g. face-to-face, 
telephone, mail, email 

Patients were approached face to face by 
healthcare professionals. Healthcare 

professionals were contacted by the 

researchers via email. (See pages 6 and 7) 

12 Sample size How many participants were in the study? Sixty-four patients and 15 health care 

professionals from abdominal general surgical 

specialities and obstetrics (See Table 1 on 

pages 7/8) 

13 Non-participation How many people refused to participate or dropped 

out? Reasons? 

Two patients were unable to take part due to 

poor health. 

 

 

Setting 

14 Setting of data collection Where was the data collected? e.g. home, clinic, 

workplace 

Patient interviews were conducted whilst 

patients were in hospital. Health professionals 

chose a location that was convenient for them 

(their workplace or a nearby café) or opted to 
do the interview over the telephone. (See 

pages 6 and 7) 

15 Presence of non-
participants 

Was anyone else present besides the participants and 
researchers? 

The partners of patients sometimes sat with the 
patients but spoke very little; their comments 

were not included in the final analysis.  

16 Description of sample What are the important characteristics of the sample? 

e.g. demographic data, date 

Participants’ full details are provided in Table 

1, and key information is provided in the 

results section (See pages 7/8) 

 

 

 

 

 

 

Data collection 

17 Interview guide Were questions, prompts, guides provided by the 

authors? Was it pilot tested? 

A topic guide was developed (based on 

literature and views of health care 

professionals in the Bluebelle study team) to 

ensure that discussions covered the same core 

issues but with sufficient flexibility to allow 

new issues of importance to the informants to 

emerge. Although not piloted, it was adapted 

as analysis progressed to enable exploration of 
emerging themes. (Topic guides are included 

in Additional File) 

18 Repeat interviews Were repeat interviews carried out? If yes, how many? No repeat interviews were carried out 

19 Audio/visual recording Did the research use audio or visual recording to 

collect the data? 

Interviews were audio-recorded (see page 6) 

20 Field notes Were field notes made during and/or after the The researchers kept notes throughout data 
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interview or focus group? collection and analysis (See page 8) 

21 Duration What was the duration of the interviews or focus 

group? 

Interviews lasted an average of 25 minutes 

(range = 15–50 minutes). (See page 8) 

22 Data saturation Was data saturation discussed? Data collection continued until the team were 

confident that saturation had been reached 
(See page 7) 

23 Transcripts returned Were transcripts returned to participants for comment 

and/or correction? 

Transcripts were not returned to participants 

for comments or corrections 

Domain 3: analysis and findings 

 

 

 

Data analysis 

24 Number of data coders How many data coders coded the data? All data were coded by DE or CMM. A subset 

of approximately half of the interviews (n = 

19) was double coded by a third researcher 

(LR). (See page 7) 

25 Description of the coding 

tree 

Did authors provide a description of the coding tree? A list of issues from the analysis of the 

interviews and literature search was collated 
into an item tracking matrix. (See additional 

File) 

26 Derivation of themes Were themes identified in advance or derived from the 

data? 

Issues which were conceptually similar were 

organised into categories. For instance, issues 

such as ‘itchiness/irritation’, ‘presence of 
pulling sensation’, and ‘tightness of wound’ 

were mapped into a ‘wound comfort’ category. 

(See Table 2)  

27 Software What software, if applicable, was used to manage the 

data? 

NVivo (version 10)  was used to analyse the 

data (See page 6) 

28 Participant checking Did participants provide feedback on the findings? Full results were not sent out to all participants 

to gain respondent validation.  

 

 

 

Reporting 

 

29 Quotations presented Were participant quotations presented to illustrate the 

themes / findings? Was each quotation identified? e.g. 

participant number 

The interpretation of each category is 

supported by illustrative quotes (See Table 2) 

30 Data and findings 
consistent 

Was there consistency between the data presented and 
the findings? 

There is consistency between the data 
presented and the measures developed. The 

item tracking matrix provides an overview of 

the key findings and how these were used to 
develop the initial measure (See additional 

file) 

31 Clarity of major themes Were major themes clearly presented in the findings? The themes are clearly presented in the 
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findings (See pages 8-11) 

32 Clarity of minor themes Is there a description of diverse cases or discussion of 

minor themes? 

Yes. Differences between the findings of the 

interviews and the literature search are 
discussed, as are the differences in satisfaction 

between the dressing types (See pages 9 and 

10)  
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ABSTRACT 

Objectives: To develop outcome measures to assess practical management of primary 

surgical wounds and patient experience.  

Design: Mixed methods, including qualitative interviews and data extraction from  

published RCTs.  

Setting: Two university-teaching NHS hospitals and three district NHS hospitals in the 

South West and Midlands regions of England. 

Participants: Sixty-four patients and 15 health care professionals from abdominal general 

surgical specialities and obstetrics (caesarean section). 

Methods: Measures were developed according to standard guidelines to identify issues 

relevant to patients’ experiences of surgical wounds and dressings, including analysis of 

existing RCT outcomes and interviews. These were written into provisional questionnaire 

items for a single outcome measure. Cognitive interviews with patients and health care 

professionals assessed face validity, acceptability and relevance. Findings from interviews 

were regularly shared with the study team who suggested amendments to modify and reword 

items to improve understanding before further iterative testing with patients and health care 

professionals. 

Results: Analyses of existing RCT outcomes and interviews produced a total of 69 issues. 

Pre-testing and iterative revision established the need for two separate measures. One 

measure addresses health care professionals’ experience of wound management in two key 

areas: exudate and its impact, and allergic reactions to the dressing. The other measure 

addresses patients’ experience of wounds in seven key areas: wound comfort, dressing 

removal, dressings to protect the wound, impact on daily activities, ease of movement, 

anxiety about the wound and satisfaction with dressing. Each measure took less than five 

minutes to complete and were understood and acceptable to patients and health care 

professionals. 

Conclusion: This in-depth study has developed two measures to assess practical 

management of primary surgical wounds and patient experience. Further work to test their 

validity and reliability and application to other settings is now required.   

 

STRENGTHS AND LIMITATIONS OF THIS STUDY 

• This is the first study to explore the important issues related to the practical 

management of primary surgical wounds and patient experience immediately 

following surgery. 
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• This study used robust methods to identify key issues of outcome that could be used to 

inform decision-making around dressings. Interviews provided a rich account of the 

key factors that affected wound management and patient experience while a 

purposeful sampling strategy ensured that perspectives were captured from a range of 

participants. Data produced from the interviews were supplemented by analysis of 

existing RCT outcomes to ensure a comprehensive list of issues was considered.   

• Future work is needed to test the reliability, validity and sensitivity of the new 

measures.  
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INTRODUCTION 

An estimated 234 million major surgical procedures are undertaken worldwide every year 

(1). It is common practice to apply dressings over the closed wound in adult surgery and 

many different dressing types are available (2). A recent Cochrane systematic review 

summarised data relating to wound dressings and risk of surgical site infection (SSI) in 

primary surgical wounds. No evidence was found to suggest that any type of dressing 

significantly reduced the risk of developing an SSI compared with leaving wounds exposed; 

neither was there any benefit associated with particular dressings (3).  

 

Decision-making around dressings may therefore need to be informed by other properties 

and qualities that dressings can offer, such as absorption of exudate, patient comfort, 

offering physical protection, facilitating wound observation, and meeting patients’ desires 

for wound coverage (4). Whilst measures for assessment of wound cosmesis (in the longer 

term) are available (5, 6), there is a lack of well-developed and validated measurement tools 

relating to practical wound management or patient experience (4, 7, 8). Such an instrument 

could be used to monitor the care of individual patients (e.g. assessing the ability of 

dressings to manage specific symptoms), audits (e.g. quality assurance) and research (e.g. 

comparing patient satisfaction). 

 

The development of patient-reported outcome measures (PROMs) increasingly includes the 

use of qualitative research methods which provide the opportunity to elicit and characterise 

patients’ experiences of their health conditions and treatment (9, 10). Qualitative methods 

can also define health professionals’ experiences of care and management (11). Data can be 

supplemented by expert input and studies in published literature (12, 13). This article 

describes the development of measures to assess practical wound management issues, 

symptoms and patient experience associated with primary surgical wounds. 

 

METHODS 

Study design 

Measures were developed according an existing framework for developing PROMs (14, 15), 

also incorporating guidance on eliciting health domain concepts using qualitative 

methodologies (12, 13, 16). The study is reported according to qualitative reporting 

guidelines (See Supplementary File 1). Phase 1 aimed to produce a comprehensive list of 

potential issues relating to wound and dressing experience and practical management issues. 

Page 6 of 44

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 19, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-016155 on 26 N

ovem
ber 2017. D

ow
nloaded from

 

http://bmjopen.bmj.com/


For peer review
 only

6 

 

 

 

Phase 2 developed issues identified from Phase 1 into questionnaire items. Phase 3 

evaluated the measures for acceptability and relevance using cognitive interviews with 

patients and health care professionals. The final part of development (phase 4) consisted of 

psychometric testing and will be reported elsewhere. Ethical approval was provided by the 

NHS Health Research Authority NRES Committee London – Camden & Kings Cross 

(14/LO/0640). Written informed consent was provided by all participants. 

 

Phase 1: Generation of relevant issues 

1.1 Interviews 

Interviews were conducted with patients to explore and characterise experiences of wounds 

and dressings. Participants were recruited as part of a wider feasibility study to explore 

whether a trial comparing different types of dressings, and dressing versus no dressings, is 

possible (The Bluebelle study: a feasibility study of three wound dressing strategies in 

elective and unplanned surgery, HTA - 12/200/04 (2, 17)). Participants were recruited from 

two University-teaching NHS hospitals and three district NHS hospitals in the South West 

and Midlands regions of England. Eligible patients who had undergone, or were scheduled 

to undergo, an abdominal surgical procedure or caesarean section were identified and 

approached by research nurses and surgical trainees. The qualitative team contacted 

interested patients to arrange interviews. A purposeful sampling strategy ensured that 

perspectives were captured from a range of participants (13). Within this sampling approach, 

maximum variation was sought in relation to age, gender, ethnicity, type of surgery, dressing 

type and location. A topic guide was developed (based on literature and views of health care 

professionals in the Bluebelle study team) to ensure that discussions covered the same core 

issues but with sufficient flexibility to allow new issues of importance to the informants to 

emerge (See Supplementary File 2).  

 

Interviews were audio-recorded and transcribed in full. Transcripts were imported into 

NVivo (version 10). All data relating to outcomes and issues of importance to patients that 

were relevant to dressing use and the practical management of the wound in the initial time 

period post-surgery were assigned labels (coded) by two experienced qualitative researchers. 

Data were analysed using techniques of constant comparison derived from grounded theory 

methodology, and emerging codes across the dataset were then compared to look for shared 

or disparate views among participants (18). A subset of approximately half of the interviews 

(n = 19) was double coded by third experienced researcher to highlight any differences in 
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the interpretation of codes (12). Data collection and analysis continued until the team were 

confident that saturation had been reached i.e. no more patterns or themes emerged from the 

data (19). 

 

1.2 Extraction of information from three systematic reviews 

Systematic reviews were purposefully selected to identify RCTs measuring outcomes 

relating to patient experience and management of wound healing. Since the wider Bluebelle 

study was exploring whether a trial comparing different types of dressings (including 

dressings versus the novel use of tissue glue as a dressing) to no dressing was possible, we 

selected three recent systematic reviews (4, 20, 21) to identify RCTs which included 

outcomes relevant to both dressings and the use of tissue adhesive. Although not published 

at the time of conducting this work, additional references from an updated version of one of 

the systematic reviews (7) were also provided. Published papers reporting the RCTs 

included in the systematic reviews were obtained where possible. Relevant data from the 

RCT reports were then extracted on the outcome (as described by the authors), the verbatim 

wording to measure outcome, who reported the outcome, the measurement scale and the 

assessment time point. Attempts were made to contact the authors for more information.  

 

1.3 Synthesis of findings from interviews and data extraction  

A list of issues from the analysis of the interviews and analysis of existing RCT outcomes 

was collated into an item tracking matrix, in line with guidance for developing PROMs (22). 

This is available in the online appendix (see Supplementary File 3). The study team agreed 

on a set of words or phrases to reflect each issue and also noted additional phrasing made by 

participants in a subsequent column (12). Issues which were conceptually similar were 

organised into categories. For instance, issues such as ‘itchiness/irritation’, ‘presence of 

pulling sensation’, and ‘tightness of wound’ were mapped into a ‘wound comfort’ category.  

 

Phase 2: ‘Operationalisation’: Construction of a provisional measure 

The item tracking matrix was used to determine which issues should be written into 

questionnaire items. Items featured words and phrases used by patients in the interviews to 

enhance content validity (13, 23).  

 

Phase 3: Pre-testing 
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Participants were recruited from two University-teaching NHS hospitals in the South West 

and Midlands regions of England. Patients who had undergone abdominal general surgery or 

caesarean section and health care professionals involved in post-surgical care were 

approached. As in Phase 1, sampling was purposeful to achieve maximum variation in 

relation to clinical role, age, gender and geographic location (for health care professionals) 

and age, gender, ethnicity, type of surgery, dressing type and location (for patients).  

 

Cognitive interviews are used widely in questionnaire development (12) and involve asking 

respondents to verbalise their thoughts while answering questions (24). This methodology 

enabled us to explore the acceptability of the measure and coverage of patients and health 

care professionals’ concerns (in terms of language, accuracy, and relevance, as well as 

layout (13)). During each interview, participants were asked to complete the measure by 

reading each item aloud and commenting on their understanding. Interviews were guided by 

a series of probes (e.g. ‘What does this item mean to you?’, ‘Are there other ways you would 

describe it?’; (24)). Participants’ body language (such as nodding or frowning) was also 

observed and prompted further discussion about specific items (12). A copy of the topic 

guide is available (See Supplementary File 2). 

 

The qualitative team maintained detailed field notes from each interview, describing 

suggestions for modifications and improvements to the provisional measures. 

Operationalisation and modification of the measures was an iterative process. Findings from 

the interviews and suggestions for amendments were regularly disseminated to the Bluebelle 

Study Group, which consisted of a multidisciplinary group of health care professionals, 

including surgeons, health services researchers and research nurses. Each stage of feedback 

informed amendments to modify and reword items to improve understanding, which was 

repeated following efforts to revise questions and eliminate problems (24). This process 

continued until no new issues were identified and no further refinements were believed to be 

necessary. 

 

RESULTS 

Phase 1: Generation of relevant issues 

1.1 Interviews 

A total of 39 interviews were conducted between July 2014 and July 2015. Interviews were 

conducted in person (n=10), unless patients preferred to be interviewed via telephone 
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(n=29). Interviews lasted an average of 25 minutes (range = 15–50 minutes). The sample 

consisted of 27 women and 12 men, who mostly described themselves as white British 

(90%). They had a mean age of 56 years (range 22-88 years). Thirty-seven of the 39 

participants had either undergone abdominal general surgery (85%) or a caesarean section 

(15%), with an average of 18 days since their surgery (range =6-40 days). Two of the 39 

patients were scheduled to undergo abdominal general surgery and discussed issues that they 

anticipated would be important to them. Participant demographics for Phase 1 interviews are 

shown in Table 1. 

 

Table 1: Demographics of participants’ interviews in Phases 1 and 3 

 Phase 1: Phase 3: 

 
Generation of relevant 

issues 
Pre-testing 

Qualitative interviews  

(n = 79) 
39 patients 25 patients 

15 health care 

professionals 

Age 

(years) 

Range 22-88 19-76 23-60 

Mean 56 54 41 

Sex 
Female 27 12 13 

Male 12 13 2 

Ethnicity 

White 35 22 14 

Asian 1 1 0 

African 2 1 1 

Indian 1 0 0 

Filipino 0 1 0 

Type of 

surgery 

Abdominal 33 25 15 

Obstetric 6 0 0 

Dressing 

type 

Tissue 

adhesive   
7 5 - 

Adhesive 32 18 - 

No dressing 0 2 - 

Location 
Bristol 28 15 9 

Birmingham 11 10 6 

 

1.2 Extraction of information from three systematic reviews 

Published papers for 26 studies that included outcomes relating to patient experience and 

management of wound healing were identified from the three systematic reviews (25-50). 

Only two studies included a validated instrument, or modification of a validated instrument, 

to assess outcomes (27, 41). These were for long term scarring and cosmesis (5, 6). 

However, no studies reported using validated measures relating to issues associated with 

practical wound management and patient experiences in the early post-operative period. 

Descriptions of outcomes were heterogeneous and often poorly defined. The most common 

reported outcomes related broadly to cosmetic result (reported in 15/26 studies), dressing 

changes (e.g. frequency, comfort, ease of application and removal; reported in 11/26 
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studies), and skin reactions (e.g. itching, blistering; reported in 10/26 studies). Full data 

extraction from the 26 studies is included in Supplementary File 4.  

 

1.3 Synthesis of findings from interviews and data extraction  

When describing experiences in the interviews, patients commented on several factors that 

affected perceptions of how well their wound was healing, including how it felt (tightness, 

pain, and itchiness) and whether any fluid had leaked from the wound. Analysis of existing 

RCT outcomes showed these issues had been captured in some previous (unvalidated) 

outcomes.  

 

All patients had at least one dressing applied after surgery, although this varied between 

adhesive coverings (absorptive or non-absorptive) and tissue adhesive as a dressing. Both 

the interviews and the analysis of existing RCT outcomes highlighted that multiple practical 

advantages of dressing use (including ability to contain exudate and ease of removal). The 

interviews also demonstrated that there were psychological factors that affected dressing 

experience and satisfaction (i.e. anxiety about cleanliness of the wound). Patients with tissue 

adhesive as a dressing commented that they had been surprised that their wounds had been 

dressed this way (rather than adhesive dressings which they had had in the past for other 

wounds). However, these patients stated that compared to past experiences of adhesive 

dressings, they liked how glue was transparent, waterproof, did not require multiple 

applications and came off naturally. 

 

The interviews and the analysis of existing RCT outcomes produced a total of 69 issues. 

These were grouped into ten broad categories: wound comfort, exudate and its impact, 

allergic reactions to the dressing, dressing removal, dressings to protect the wound, impact 

on daily activities, ease of movement, anxiety about the wound, satisfaction with dressing 

and wound appearance. Table 2 provides illustrative quotes for the categories identified.  

 

Table 2: Categories identified 

Category Example quote 

Wound  

comfort 

“I’ve now got really itchy where the plaster goes. Which is uncomfortable.”  

(Patient, adhesive dressing) 

Exudate  

and its impact 

“If I walked around it would get really damp. I mean it would soak my pyjamas 

and drip down my legs. It was quite manky really…Then they would put a sort of 

big, well, like a big plaster on top of that, and then they put a kind of absorbent pad 

over that, to absorb some of that liquid.” (Patient, adhesive dressing) 

Reactions to the 

dressing 

“I was allergic to the surgical tape.”  

(Patient, adhesive dressing) 
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Dressing  

removal 

“I just completely soaked it [adhesive dressing] in the shower then my husband just 

took it off for me. But it was, it was really easy. Much easier than I thought.” 

(Patient, adhesive dressing) 

Wound  

protection 

“I’d be worried about catching it [the wound], knocking it, or something getting in 

so that it became infected.” (Patient, adhesive dressing) 

Impact on daily 

activities 

“With the glue [dressing] it’s easy to shower. With a [adhesive] dressing it 

wouldn’t be so easy to shower and you’d be worried.” (Patient, tissue adhesive 

dressing) 

Ease of  

movement 

“What I do find is the dressings are a bit constricting, especially as I get a bit 

better because they don’t turn with your body so easily and then I feel that it makes 

me feel more constricted.” (Patient, tissue adhesive dressing) 

Anxiety about the 

wound 

“You could catch things just from the air. That made me think, “Well, you’d need 

something to kind of protect it.” (Patient, adhesive dressing) 

Satisfaction with 

dressing 

“Glue [as a dressing] requires no maintenance. I was very pleased. You don’t have 

to change it you just leave it alone … I think that helps with the healing process 

physically and mentally.” (Patient, tissue adhesive dressing) 

Wound  

appearance 

“If it was red and inflamed I would have thought, “Something has gone wrong with 

it.” (Patient, adhesive dressing) 

 

Phase 2: ‘Operationalisation’: Construction of a provisional measure 

A provisional measure was designed based on the findings from Phase 1. Nine key 

categories were included: wound comfort, exudate and its impact, allergic reactions to the 

dressing, dressing removal, dressings to protect the wound, impact on daily activities, ease 

of movement, anxiety about the wound and satisfaction with dressing. Issues relating to the 

appearance of the wound were not included as they were only relevant to longer term 

outcomes of wound healing (not within first days of surgery). Additionally, since most 

patients reported having an adhesive dressing, many had not seen their wound within this 

timeframe. The first version of the measure included 16 items, and was provisionally called 

the Practical Wound Management Questionnaire.    

 

Phase 3: Pre-testing  

Cognitive interviews (n = 40) were conducted between July 2015 and March 2016. All 

interviews were conducted face-to-face. This consisted of 25 patients who were in hospital 

and had undergone abdominal general surgery, and 15 health care professionals involved in 

surgical wound care. Demographics are shown in Table 1. 

 

Interviews highlighted issues with content in the initial measure. For example, items 

regarding the colour of the wound exudate were removed. Questions were rephrased to focus 

on the experience of having a dressing rather than general recovery after surgery (i.e. ‘Have 

you been able to perform everyday tasks? (i.e. showering/bathing)’ was changed to ‘Has your 

dressing prevented you from showering/washing?’). Additionally, since four patients 
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commented that the smell of their wound was missing on the measure, an item was added to 

capture this.  

  

The measure had intended to be administered two days after surgery, although feedback 

suggested that this needed to be completed up to day four as the patient may be disorientated 

from surgery in the first few days. However, since there were clear differences in recovery 

with caesarean section and abdominal surgery patients, a timeframe of within four days of 

surgery was set, and the measures recorded the date of surgery and date completed to 

determine context of responses.  

 

Feedback from patients suggested it was difficult to respond to questions about exudate, since 

a health care professional cared for their wound whilst they were in hospital. If their dressing 

had been changed, they were also uncertain about the reason why (i.e. simply as part of 

standard practice or for other reasons). Therefore, the study team decided to separate the 

measure into two separate measures. The first related to the practical aspects of wound 

management and the second related to the patient's experience of the wound/dressing and the 

psychological aspects (anxiety, satisfaction etc). The two measures were named the Wound 

Management Questionnaire and the Wound Experience Questionnaire.  

 

Seven versions of measures were modified throughout the pre-testing phase. Pre-testing 

continued until no new issues were identified and no further refinements were believed to be 

necessary. The final version of The Wound Management Questionnaire contains four items, 

whilst The Wound Experience Questionnaire contains 10 items (See Supplementary File 5). 

Overall, the final versions of the measures were well received. In addition, 96% of 

participants stated that each measure took less than five minutes to complete.  

 

DISCUSSION 

This paper describes the development of two measures for assessing wound management and 

experience. The Wound Management Questionnaire assesses practical issues early after 

surgery for completion by health care professionals and The Wound Experience 

Questionnaire assesses symptoms and patient satisfaction with their wound and dressings. 

These measures were developed using a mixed methods approach, including data extraction 

from 26 published RCTs and interviews with 64 patients and 15 health care professionals. 

Final versions of the measures were easily completed and acceptable to patients and health 
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care professionals. Further work is needed to examine their reliability and validity in a wider 

group of patients. 

 

Given the absence of evidence supporting the effectiveness of dressings for the prevention of 

SSIs, decision-making around dressings needs to be informed by issues such as managing 

wound exudate, offering physical protection and meeting patients’ desires for wound 

coverage. However, systematic reviews have highlighted a lack of meaningful outcome data 

on wound symptom management and patient experiences of primary surgical wounds and 

acceptability of dressings (4, 7, 8). To our knowledge, this is the first study to explore these 

important issues in patients with closed primary surgical wounds. The measures are intended 

to be used in future studies including a wide variety of primary abdominal wounds such as 

those created during elective or acute surgery, surgery for benign or malignant disease and 

bowel resection of obstetric procedures. Such studies will always record the patient group 

which will be important to consider when looking at the results of the measures. 

 

True patient-centred outcome measures require full consideration of patients’ experiences and 

views’ (9, 10). The main strength of this research, therefore, is the use of qualitative research 

methods to provide important insights into the under researched area of early issues related 

primary surgical wounds relating to practical wound management and patient experience. We 

adopted a purposeful sampling strategy to ensure that perspectives were captured from a range 

of participants in relation to their primary surgical abdominal wound (12). Data produced 

from the interviews were supplemented by an analysis of existing RCT outcomes to ensure a 

comprehensive list of issues were initially generated, and therefore acted as a method of 

triangulation to increase the plausibility and dependability of the interview data (13).   

 

However, it is important to note that these measures have only been pre-tested in relation to 

primary surgical wounds. Wounds that are intentionally left open or wounds that have 

developed problems are likely to require dressings that have advanced practical properties that 

are tailored to the wound requirements (2). Although participants were purposefully sampled, 

most had had a dressing of some kind (94%). A prospective real-time survey of dressings has 

demonstrated that this reflects current practice (17). In addition, these measures have only 

been pre-tested in relation to abdominal surgical wounds. However, characteristics of wound 

healing in this area are likely to be consistent with many other parts of the body. Furthermore, 

these measures focus specifically on the experience of dressings - methods of wound closure 
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(i.e. potentially leading to differential ease of removal of sutures or staples) may also affect 

patient experience, although this would require further investigation. 

 

In summary, our measures can be completed both by patients and by health care professionals 

responsible for post-operative wound care. These measures will now be further developed to 

ensure they are appropriate and psychometrically-tested instruments, with a view to informing 

decision-making around dressings.  
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Interview Topic Guide: Phase 1: Generation of relevant issues 

 

Background, interviewee details and ice breaker 

 Interviewee background and details of procedure that the interviewee has had (type of procedure elective or 

emergency? have you had before?, when, where, length of stay in hospital, recovery period). 

o Just to give me some background, can you just tell me a little bit about the procedure that you had, 

the surgical procedure?  

o How have you been, in terms of recovery? Length of stay? When came home? 

o Is this your first? 

 

Expectations/experiences of wound care 

o Did/do you have any expectations about whether or not you would have a dressing? Where do you 

think these expectations came from? 

o What kind of dressing? When did they take it off? [home/hospital?] Same one? How did you find 

having the dressing? Why do you think you had/did not have a dressing? Do you think it had any 

impact on your wound healing? 

o Why do you think they do/don’t use dressings?  

o Thoughts/reactions to alternative wound management methods (i.e. dressing or no dressing in 

relation to what patient has experienced/what patient expects). (Explore patient thoughts on impact 

this may have on previously mentioned issues (e.g. recovery, symptoms, practicalities). 

 

Patient perspectives on a trial of dressing type 

Okay, the basis of this study is like I said, we’re trying to find out if dressing the wounds is helpful or not. In a study, 

patients would be randomly allocated by chance to either receive dressings or receive no dressings. The doctor 

wouldn’t decide and the patient wouldn’t decide. What we’re trying to find out is, in patients who have had a 

similar type of surgery, if we have one group of patients that have them on so and another group of patients that don’t, 

then can we compare them to see if there’s any difference between the groups. 

o Do you think you would participate? (Reasons why/why not? Any reservations?)  

o Can you imagine your family and/or friends would participate in a study like this? 

o What kinds of things do you think you might consider, when deciding whether or not to take part? 

Do you think you would have any questions about the study? What kind of things might you want 

to know about in advance? 

o How do you think you would feel about random allocation to dressing type, specifically the 

possibility of receiving no wound dressing? [explain randomisation to patients, then ask…] If you 

were in a group that didn’t receive a dressing, do you think you would have thought about your 

care differently?  

o In paediatrics, they don’t use dressings. Changes impression? 

o What about a glue dressing?  

o Can you think of any potential problems we might come across if we were doing this study, any 

practical problems or any difficulties we might come across? 

o Perspectives on important outcomes to include in a trial of dressing use. We would like this study 

to help us answer the question of whether dressings should be used in patients such as yourself 

(and if so, what type of dressing is best). What do you think are the important factors we should 

consider when making any future recommendations on dressing use? Satisfaction? Infection? 

Healing times? 

 

Closing 

 Summarise key points 

 Any further questions? 

 Thank patient for their time and explain how they have helped. 
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Interview Topic Guide: Phase 3 – Pre-testing 

 

 

Introduction 

 As you know, we are going to audio-record you whilst you complete the questionnaire that we have 

developed. During this, we would like to understand your opinion of the questions, in terms of the language 

used and the relevance to your post-operative experience. It is important to remember that there are no right or 

wrong answers, but that this will help us to understand how the questionnaire should be developed. This 

should take no longer than an hour, although you can stop the discussion at any time. The information that you 

provide is not going to be fed back to your clinical team. 

 Complete consent form and data collection form 

 Any questions? 

 

Background (procedure and recovery) 

 Could you tell me a little bit about what you had done? (Probe: When? Where? Elective/emergency?) 

 How has recovery been for you so far? (Probe: How feeling? Length of stay? When expected to go home?) 

 How has the wound been healing? (Probe: How does wound feel? Any problems?) 

 

PWMQ: Can we work through the questionnaire as you complete it, with you explaining how you understand 

the items and what you will put for this question. 

 DT to not clarify meaning, but just repeat question.  

 If P uncertain, try to understand why.  

 Note any potential issues to be discussed after completion. 

 

PWMQ: Understanding responses to each question 

• Can you tell me in your own words what that question was asking? (Probe: What does the word XX mean to 

you? Are there any other ways you would describe it?) 

• What does [not at all/a little/quite a bit/very much] mean to you? 

• Was it easy to choose an answer?  

• Explore where participants have indicated confusion 

 

After completion: 

 What did you think of the questionnaire?  

 Were the questions relevant to your experience? (Probe: Are there any others that should be included?) 

 Any difficulties filling in questions? 

 Do you think it captures your experience of your wound in the past 24 hours?  

 What does the word “practical wound management” mean to you? 

 Do you have any other suggestions on how the questionnaire could be improved?  (Probe: alternative 

wording, additional questions, response categories, layout/presentation, length of questionnaire?) 

 You have given your answers based on the past 24 hours. Would your answers differ if you were thinking 

about your entire recovery from surgery? (Probe: When do you think would be the best time to complete 

questionnaires like these?) 

 

Closing 

 Summarise key points 

 Any further questions? 

 Thank patient for their time and explain how they have helped. 
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Table 1: Item tracking matrix of all issues identified 

 
Category 

 
Issue 

Identified by 

Additional comments 

Included in questionnaire? 

Interviews Literature 
(n=26 
RCTs) 

If yes, questionnaire item Why not included DE 
(n=28) 

LR 
(n=19) 

CM 
(n=11) 

Wound 
comfort 

Itchiness 

✓ ✓ ✓ ✓ CM: Described by patients as an outcome 
(looking at the wound to check if it is irritated, 
inflamed, etc) 
DE: Similar to inflammation (‘burning’ 

Q1: Has the wound been itchy?  

Pain 

✓ ✓ ✓ ✓ DE: Described as ‘sore’, ‘hurt’, ‘tender’, 
‘uncomfortable’.  
DE: Sometimes mentioned in the context of a 
numerical scale. 
RM: Described as ‘burning pain referring to a 
dressing-related sensation felt under the 
dressing’ in one study 
RM: Also ‘tenderness’ 
CM: ‘sore’, ‘painful’ – discussed in terms of 
dressing removal 

Q2: Has the wound been painful?  

Presence of pulling 
sensation 

✓   ✓ LR: Described as wound ‘being able to breathe’, 
‘stuffiness’ 

Q3: Has the wound had a pulling 
sensation? 

 

Tightness of wound ✓ ✓  ✓  Q4: Has the wound felt tight?  

Wound comfort 
(overall or 

unspecified) 

   ✓ RM: Also measured as ’Discomfort’ in the 
literature 
RM: Includes ‘Discomfort with skin problems’ 

 Excluded as covered in Q1 – Q4 

Exudate and 
its impact 

Whether there was 
any exudate 

✓ ✓ ✓ ✓  Q5: Has the wound leaked?  

Type of exudate 
(blood, other) 

✓ ✓ ✓ ✓ DE: Described as ‘mess’, ‘manky’, ‘leaking’, 
‘gunge’, ‘oozing’, ‘soaking’, ‘brown mess’ 
LR: ‘moistness’, Ooziness’, ‘dampness’  
RM: Described as ‘discharge’ ‘fluid’ ‘oozing’ 
CM: ‘Seeping’ 

Q5: If so, was it: clear fluid? cloudy fluid? 
Blood-stained fluid? thick and yellow/green 
fluid? 
 

 

Whether exudate 
marks 

bedding/clothing 

✓ ✓ ✓  DE: Described as ‘stains’, LR: ‘manked up 
clothing’ 

Q6: Has the leakage resulted in changed 
bedding/ clothes? 

 

Degree dressing 
absorbs exudate 

✓ ✓ ✓ ✓  Q7: How would you describe the wettest 
dressing? 

 

Whether additional 
dressing required 

✓ ✓ ✓ ✓ RM: Includes reasons for dressing changes 
CM: use two dressings when oozing is 
important, don’t want to take original dressing 
off 

Q8: Has a dressing or glue been put on the 
wound (or replaced)? 

 

Anxiety associated 
with exudate 

✓ ✓ ✓    Excluded as captured in Q15: “Have 
you felt any anxiety about your 

wound?” 

Allergic 
reactions to 
the dressing 

Any allergic reactions 
to dressing/blistering 

✓ ✓ ✓ ✓ RM: Also include skin damage/injury b) has the wound blistered?  

Dressing 
removal 

 

Whether dressing 
comes off 

✓ ✓ ✓   Q9: Has the dressing or glue come off or 
been removed 

 

Whether dressing 
needs to be taken off 

✓ ✓ ✓  CM: patient or partner Q9 Q9: Has the dressing or glue come off 
or been removed? 
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(if so, by patient or 
professional) 

If “Yes”, was it taken off by a 
doctor/nurse/other health specialist? 

Whether travel is 
required to 

change/remove 
dressing (i.e. seeing 
nurse or GP/post op 

visits) 

✓ ✓     Not relevant to early post-operative 
period 

Any discomfort during 
removal 

✓ ✓ ✓ ✓  Q10 Was there any discomfort when 
removing the dressing? 

 

Any pain during 
removal 

✓ ✓ ✓  DE: Causes ‘pain’, skin is ‘tender’, ‘sore’, pulls 
hairs, sticks to skin) 
RM: ‘Pain on removal of the dressing’ 

Q11 Was there any pain when removing 
the dressing? 

 

Wound 
protection 

Dressings protecting 
the wound 

   ✓  Q12 Has the wound felt protected? (i.e. 
from catching on anything or being 
knocked) 

 

Whether 
dressing/wound rubs 

on clothes 

✓ ✓ ✓  LR: Awkwardness of wearing clothes over 
dressing 

Whether 
dressing/wound 
catches on other 

things 

✓ ✓ ✓  CM: bedsheets 

Impact on 
daily 

activities 

Ability to get back to 
work 

✓ ✓    Q13: Have you been able to perform 
everyday tasks? (i.e. showering/ bathing, 
getting dressed) 

 

Ability to 
shower/bathe 

✓ ✓ ✓ ✓ RM: Described as ‘Ability to facilitate personal 
hygiene’ in one study 
RM: Described as ‘Appreciation of possibility to 
shower’ in one study. Also ‘satisfaction with the 
possibility to wash oneself’ 

Ease of movement 
(e.g sitting, walking, 

stairs) 

✓ ✓  ✓ DE: Standing up, walking 
RM: Described as ‘Ability to facilitate mobility’ 
in the literature. Also ‘Does the dressing limit 
you in movement?’ 
DE and LR: Includes sneezing/coughing 

Ability to perform 
everyday tasks (e.g 

self-care) 

✓ ✓ ✓  DE: Washing/self-care, driving, walking, 
housework, cooking, exercise 

Ease of getting 
dressed 

✓     

Going to the toilet  ✓ ✓   

Self-management of 
wound 

 ✓ ✓ ✓ RM: ‘Ease of managing wound’ was a PRO 
measured in the first 3 weeks after surgery on a 
1-10 scale in one study 

Change to usual 
clothing 

 ✓ ✓   

Overall recovery    ✓ RM: not a PRO (surgeon rating) 

Ease of 
movement 

(Dis)comfort when 
sitting 

✓ ✓ ✓   Q14: Have you been able to move around 
easily? 

 

(Dis)comfort when 
lying 

✓ ✓    
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(Dis)comfort whilst 
sleeping/sleep quality 

✓ ✓    

(Dis)comfort whilst 
moving 

✓ ✓ ✓  CM: related to tightness of dressing 
 

Anxiety 
about the 

wound 

Feeling of 
security/safeness (in 

relation to the 
wound?) 

✓ ✓ ✓   

Q15: Have you felt any anxiety about your 
wound? 

 

Feeling of 
vulnerability 

 ✓ ✓   

Not having to worry 
about 

wound/dressing 

✓ ✓ ✓  DE: ‘You can just forget about it, you don’t have 
to think about 

Feeling protected ✓ ✓ ✓   

Stress 
levels/psychological 
discomfort/anxiety 

✓ ✓    

Feeling constricted by 
dressing 

✓ ✓    

Cleanliness of 
environment 

✓ ✓ ✓  DE:  Described as ‘hygiene’, ‘coming into 
contact with bugs’ 

Fear of infection ✓ ✓ ✓   

Anxiety about bodily 
contents spilling 

out/wound bursting 
open 

✓ ✓ ✓  LR: Described as ‘coming open’, ‘split apart’, 
‘rupture’ 

Satisfaction 
with 

dressing/ not 
having a 
dressing 

Satisfaction with 
(appearance of) 

dressing 

✓ ✓  ✓ LR: ‘Neatness’, ‘prominence’ 
RM: Measured as ‘How satisfied overall do you 
feel with your dressing?’ 

Q16: Have you felt satisfied with 
having/not having a dressing? 

 

Whether patient 
would prefer to see 

the wound 

✓ ✓   DE: Anxiety/reassurance/fear/discomfort 
RM: Described as ‘how well the incision could 
be seen under the dressing’ and ‘transparency’ 

Degree dressing fits 
contours of the 

skin/clothing 

✓ ✓  ✓ RM: Described as ‘Conformability of the 
dressing to the wound’ in one study 

Dignity   ✓  CM: Having a dressing gives more dignity 

Confidence   ✓  CM: Confidence to walk around without having 
to worry 

Appreciation of 
absence of bandage 

   ✓  

How long dressing 
stays on 

✓ ✓ ✓ ✓ CM: ‘the longer you leave a dressing on the 
harder it is to get off’ 

Ease of removal 

✓ ✓ ✓ ✓ RM: ‘Ease of dressing application’ was 
measured in one study but this was rated by a 
surgeon not patient 
LR: Any exudate from removal 
DE, CM,: Any remnants remaining after removal 
(‘bits of glue’) 

Degree of stickiness ✓ ✓ ✓ ✓ CM: stitches stick to legs when sitting (gynae) 
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DE: Mostly considered to be positive, but 
sometimes makes removal tricky 
DE: Described as: ‘It stays in place and doesn’t 
wriggle up’ 
RM: Described as ‘Dressing integrity’ in one 
study also ‘How much the dressing had 
loosened’ 
CM: dressings don’t stick well because of body 
hair 

Awareness of 
dressing/wound 

✓ ✓ ✓ ✓  

If patient reapplies, 
ease of reapplying 

dressing 

✓ ✓  ✓  

Whether additional 
support or materials 

provided 

✓ ✓ ✓   

Whether patient uses 
own dressing 

✓ ✓ ✓   

If patient reapplies, 
ease of reapplying 

dressing 

✓ ✓  ✓  

Overall 
satisfaction/satisfacti

on with overall 
experience 

   ✓  

Wound 
appearance 

Perceptions of healing 

✓ ✓ ✓ ✓ DE: Described as  ‘healing very nicely’, ‘rate of 
healing’ 
LR: Sub-codes – ‘quality of healing’, ‘speed of 
healing’, ‘whether healed or not’, ‘suggested as 
main outcome’. Patients often discuss scab 
formation when talking about healing.  
RM: Measured as ‘Effectiveness (wound 
healing)’ in one study 1= well healed, 3=poorly 
healed, not a PRO. Also measured as a PRO in 
another study ‘Has your wound healed?’ 
CM: Healing could be a standalone category 
(one of the outcomes): definition of healing, 
healing time 

 Relevant to longer term outcomes of 
wound healing (not relevant within 
first days of surgery) 
Patients’ wounds not visible if 
dressing applied 

Bruising ✓ ✓   DE: Described as ‘black and blue’ 

Colour 

✓ ✓ ✓ ✓ DE: Described as ‘purple’/’pink’/’grey’/’red’ 
(see inflammation’)  
LR: ‘Black and bluish’ (also fit under ‘bruising’, 
as above) 
RM: Redness 
CM: Colour was talked about more in the 
context of healing, ie as an indicator (for the 
patients) of whether or not the wound was 
healing 

Cosmesis/aesthetics 
 ✓  ✓ RM: Described as ‘cosmesis’, ‘cosmetic 

outcome’ and ‘cosmetic result’ in the literature 
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Scars 

✓ ✓ ✓ ✓ DE: A long term measure 
RM: Pigmentation, scar colour, prescence of 
inflammation, suppleness or pliability, scar 
height or evenness with the surrounding skin, 
using modified Vancouver Burn Assessment 
Scale 

Size ✓ ✓ ✓   

Scabbing ✓ ✓ ✓  DE: Associated with healing 

Inflammation/swellin
g 

✓ ✓ ✓  DE: Described as ‘burning’ 
CM: Described by patients as an outcome 

Overall appearance of 
wound 

✓ ✓ ✓  DE: Described as ‘unsightly’, ‘neat’, ‘tidy’, 
‘messy’ LR: ‘ugly’ 
CM: ‘Smooth’ 

Maceration of the 
skin 

   ✓ RM: not a PRO 

Satisfaction with the 
appearance of the 

wound 

   ✓  

Whether patient 
would prefer to see 

the wound 

✓ ✓    
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Pain - Patient reported 0 to 10 cm  VAS Day 1, Day 10 Amin 2009 2,3 

Cosmesis of wound Cosmesis of wound Patient reported Poor 0  5 Excellent 10 3 months post-op Amin 2009 2,3 

Ability to shower same day 
Ability to shower same 

day 
Patient reported Poor (0) Satisfactory (1) Excellent(2) 3 months post-op Amin 2009 2,3 

Need visit GP for wound 

care 

Need visit GP for 

wound care 
Patient reported "Could have done without; Didn’t mind; N/A" 3 months post-op Amin 2009 2,3 

Pain on removing clips Pain on removing clips Patient reported Yes/No 3 months post-op Amin 2009 2,3 

Pain/Tightness of wound 

after 3 months 

Pain/Tightness of 

wound after 3 months 
Patient reported Slight(0)Moderate(1)Significant(2) 3 months post-op Amin 2009 2,3 

Overall comfort with 

wound 

Overall comfort with 

wound 
Patient reported Poor(0)Satisfactory(1)Excellent(2) 3 months post-op Amin 2009 2,3 

Allergic reactions Allergic reactions Patient reported Yes(0)No(1) 3 months post-op Amin 2009 2,3 

Overall satisfaction Overall satisfaction Patient reported Poor 0; 5; 10 Excellent 3 months post-op Amin 2009 2,3 

Cosmetic appearance 

How would you 

evaluate your skin 

stitches after the 

operation? 

Patient reported 
1 (very poor) 2 (poor) 3 (medium) 4 (good) 5 

(very good) 
Day 40 post-op Asvar 2009 2 

Satisfaction 
What is your 

satisfaction? 
Patient reported 

1 (very poor) 2 (poor) 3 (medium) 4 (good) 5 

(very good) 
Day 40 post-op Asvar 2009 2 

Perceived patient 

satisfaction 
- Physician reported “Ratings” Day 10 

Blondeel 

2004 
2,3 

Cosmesis - Patient reported 
“Ratings” – unspecified categories but included 

“outstanding” 
Day 10 

Blondeel 

2004 
2,3 

Overall comfort - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Ability to shower - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Dressing changes - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Tension at the wound - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Hygiene problems - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Allergic reaction - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Overall satisfaction - Patient reported “Ratings” Day 10 
Blondeel 

2004 
2,3 

Cosmesis - Physician reported validated Modified Hollander Instrument Day 30 
Blondeel 

2004 
2,3 

Dressing changes - Observer reported n/a unspecified Burke 2012 4 

Incidence of blistering - Observer reported n/a unspecified Burke 2012 4 

Cosmetic outcome - Unspecified Scale, 1-10 

Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Chibbaro 

2009 
2,3 

Wound management by 

the patients 
- Unspecified Unspecified 

Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Chibbaro 

2009 
2,3 

Satisfaction - Patient reported Scale, 1-10 
Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

Chibbaro 

2009 
2,3 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Appreciation of possibility 

to shower 
- Unspecified Unspecified 

Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Chibbaro 

2009 
2,3 

Appreciation of absence of 

head bandage 
- Unspecified Unspecified 

Unclear when specific 

outcomes were recorded – 

several follow ups at Day 1, 3, 

5-7 and 2 weeks, 1, 3, 6, 12 

months 

Chibbaro 

2009 
2,3 

Number of dressing 

changes 
- 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 

Blistering - 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 

When the dressing required 

changing 
- 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 

Reason for dressing change - 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 

Number of post operative 

days 
- 

Collected by 

surgeons, nurses and 

junior medical staff 

n/a during hospital stay Cosker 2005 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Volume of wound exudate - 

Collected by 

surgeons, nurses and 

junior medical staff 

Amount of seepage through the dressing and the 

apparent volume found on the wound after the 

dressing was removed 

during hospital stay Cosker 2005 1 

Satisfaction with wound 

closure method 
- Patient reported Satisfied / Dissatisfied 

24 to 48 hrs, 4 to 6 weeks, 3 

months post-op 
Dowson 2006 2,3 

Satisfaction with 

appearance of the wound 
- Patient reported Satisfied / Dissatisfied 

24 to 48 hrs, 4 to 6 weeks, 3 

months post-op 
Dowson 2006 2,3 

Degree of pain - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Ease of managing wound - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Ability to take a shower - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Postoperative visits - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Use of dressings - Patient reported Scale, 1-10 First 3 weeks after surgery Gennari 2004 3 

Comfort - 
Interview with 

physician 
Unspecified 1, 2, & 4 weeks post-op Greene 1999 2,3 

Presence of a pulling 

sensation 
- 

Interview with 

physician 
Unspecified 1, 2, & 4 weeks post-op Greene 1999 2,3 

Appreciation of the lack of 

suture removal 
- 

Interview with 

physician 
Unspecified 1, 2, & 4 weeks post-op Greene 1999 2,3 

Discomfort in connection 

with removal of dressing 
- Unspecified Unspecified during hospital stay Holm 1998 1 

Number of dressing 

changes 
- Observer reported n/a during hospital stay Holm 1998 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Adhesion of dressing to the 

skin 
- Observer reported Unspecified 

daily inspection until 

discharge 
Holm 1998 1 

Cosmetic result - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Width of the scar - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Downbinding of the scar - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Colour of the scar - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Elevation of the scar - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Cosmetic outcome - Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Supposed inconvenience of 

the scar 
- Observer reported 1 to 5 (higher=better) 3 months post-op Holm 1998 1 

Exudate - Observer reported Unspecified 
daily inspection until 

discharge 
Holm 1998 1 

Leakage - Observer reported Unspecified 
daily inspection until 

discharge 
Holm 1998 1 

Transparency - Observer reported Unspecified, but included milky and slightly milky 
daily inspection until 

discharge 
Holm 1998 1 

Dressing changes - Observer reported No. of days stayed in place unspecified Holm 1998 1 

Reasons for dressing 

changes 
- Observer reported Unspecified unspecified Holm 1998 1 

Maceration of the skin - Observer reported Unspecified unspecified Holm 1998 1 

Post operative wound 

infection 
- Observer reported Unspecified unspecified Holm 1998 1 

Comfort - Observer reported Yes/No 1 week and 1 month Keng 1989 2 

Cosmesis - Observer reported 1 (poor) to 5 (excellent) 1 week and 1 month Keng 1989 2 

Page 31 of 44

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 19, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-016155 on 26 N

ovem
ber 2017. D

ow
nloaded from

 

http://bmjopen.bmj.com/


For peer review only

 

* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Satisfaction with the 

incision closure 
- 

Patient verbal report; 

response recorded by 

staff 

Either “satisfied” or “dissatisfied” 3 month follow up Kent 2014 2 

Overall appearance - 

Patient verbal report; 

response recorded by 

staff 

Either “satisfied” or “dissatisfied” 3 month follow up Kent 2014 2 

Satisfaction with the 

techniques of skin closure 
- Patient reported 

VAS between 0 and 100, where 100 represented 

maximal satisfaction. 

Between 8 and 12 weeks 

post-op 
Khan 2006 2,3 

Dressing or superficial 

wound discomfort 
- Unspecified Linear analogue scale 5 days post -op Law 1987 1 

Dressing preference - Unspecified Unspecified unspecified Law 1987 1 

Wound infection - Unspecified Discharge of purulent material unspecified Law 1987 1 

Number of dressing 

changes 
- Unspecified n/a unspecified Law 1987 1 

Quality of the final scar - Unspecified Unspecified unspecified Law 1987 1 

Blisters - Observer reported 
Defined as any lifting of the epidermis with 

underlying fluid 
48 hours post-op and 5 days 

Lawrentschu

k 2002 
1 

Wound condition - Observer reported Unspecified 5 days 
Lawrentschu

k 2002 
1 

Swelling - Observer reported Measured thigh girth 48 hours post-op and 5 days 
Lawrentschu

k 2002 
1 

Wound infection - Observer reported Unspecified unspecified 
Lawrentschu

k 2002 
1 

Cosmetic appearance - Patient reported 
100mm VAS (0 worst outcome, 100 best 

outcome) 
3 months Livesey 2009 2,3 

Satisfaction with the scar - Patient reported 
100mm VAS (0 extreme dissatisfaction, 100 

complete satisfaction) 
3 months Livesey 2009 2,3 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Appearance of the wound - Patient reported 

5 point Likert scale (1=much better than 

expected, 2= better than expected, 3= as 

expected, 4= worse than expected, 5=much 

worse than expected) 

3 months Livesey 2009 2,3 

Discomfort (pain in the past 

48 hrs) 
- Patient reported 0 to 10 cm  VAS 2-3 & 7-10 days post-op Michie 1994 1 

Discomfort (pain on 

removal of the dressing 
- Patient reported 0 to 10 cm  VAS 2-3 & 7-10 days post-op Michie 1994 1 

Overall comfort - Patient reported 0 to 10 cm  VAS 2-3 & 7-10 days post-op Michie 1994 1 

Wound itching (in the past 

48hrs) 
- Patient reported 0 to 10 cm  VAS 

2-3, 7-10 days, 4 weeks, 7 

months post-op 
Michie 1994 1 

Wound pulling (in the past 

48 hrs) 
- Patient reported 0 to 10 cm  VAS 

2-3, 7-10 days, 4 weeks, 7 

months post-op 
Michie 1994 1 

Conformability of the 

dressing to the wound 
- Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Ability to contain exudate - Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Ability to protect the 

wound 
- Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Ability to facilitate mobility - Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Ability to facilitate personal 

hygiene 
- Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Overall impression of the 

incision 
- Patient reported 0 to 10 cm  VAS 2-3 & 7-10 days post-op Michie 1994 1 

Evaluation of resulting scar 

Pigmentation, scar 

colour, prescence of 

inflammation, 

suppleness/pliability, 

Patient and surgeon 

reported 

modified Vancouver Burn Assessment Scale (0 to 

3 score) 

4 weeks and 7 months post-

op 
Michie 1994 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

scar height/evenness 

with the surrounding 

skin 

Ease of dressing application - Surgeon reported Yes/No 2-3 & 7-10 days post-op Michie 1994 1 

Ease of dressing removal - Surgeon reported Yes/somewhat difficult 2-3 & 7-10 days post-op Michie 1994 1 

Cosmetic result - Surgeon reported 4 point rating scale (excellent, good, fair, poor) 7-10 days post-op Michie 1994 1 

Infection - Surgeon reported Unspecified 2-3 & 7-10 days post-op Michie 1994 1 

Pain upon palpation of the 

wound 
- Surgeon reported 3 point scale including Somewhat/no 7-10 days post-op Michie 1994 1 

Overall wound aspect - Surgeon reported 3 point scale including Excellent/good 7-10 days post-op Michie 1994 1 

Overall recovery - Surgeon reported 3 point scale including Excellent 7-10 days post-op Michie 1994 1 

Presence of small stitch 

abscess 
- Surgeon reported Yes/no 7-10 days post-op Michie 1994 1 

Satisfaction with wound 

cosmesis 
- Parent reported 100mm VAS 

2 to 3 weeks and 3 months 

follow up assessment 

(although unable to complete 

latter assessment as only 9 

patients returned) 

Ong 2002 2,3 

Level of satisfaction with 

early postoperative 

management of the wound 

(regarding requirement of a 

return visit for medications, 

the possibility to wash 

oneself, the stuture 

removal) 

- 
Patient reported 

(verbal) 

Numerical scale  0 to 10 (0-4, poor; 5-6, mild;7-8, 

good; 9-10, excellent) 

15 days, 1, 3, 6 and 12 

months 
Pronio 2011 2 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Discomfort - Unspecified Unspecified 
15 days, 1, 3, 6 and 12 

months 
Pronio 2011 2 

Pain - Unspecified Unspecified 
15 days, 1, 3, 6 and 12 

months 
Pronio 2011 2 

Pain 

Pain resulting from 

dressing usage and not 

including mobilisation 

Patient reported 
Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Itching - Patient reported 
Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Burning 

Burning pain refering 

solely to a dressing-

related sensation felt 

under the dressing 

Patient reported 
Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Discomfort during use of 

dressing 
- Patient reported 

Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Pain at dressing removal - Patient reported 
Yes/no, 10 point VAS (0=no problems, 

10=unbearable problems) 

At dressing removal (mean 6 

and 7 days) 

Ravnskog 

2001 
4 

Skin damage (erythema, 

blisters or skin injury) 
 Observer reported Small; 1-2cm, medium; 2-5cm, large<5cm during hospital stay 

Ravnskog 

2001 
4 

Satisfaction with the 

cosmetic result 
- Patient reported Dichotomous (satisfaied/dissatisfied) Day 10 and day 90 Romero 2011 2 

Pain at port sites - Surgeon reported Unspecified Day 10 and day 90 Romero 2011 2 

Satisfaction with cosmetic 

result 
- 

Patients were asked 

by the senior 

dermatologist 

1 (very satisfied) to 5 (not satisfied) 1 year post-op 
Shamiyeh 

2001 
2,3 

Degree of pain - Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Ease of managing the 

surgical wound 
- Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Page 35 of 44

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

BMJ Open

1
2
3
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60

 on A
pril 19, 2024 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2017-016155 on 26 N

ovem
ber 2017. D

ow
nloaded from

 

http://bmjopen.bmj.com/


For peer review only

 

* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Ability to take a shower - Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Overall satisfaction - Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Cosmetic appearance - Patient reported Scale, 1-10 3 months post-op Sniezek 2007 2,3 

Comfort of the dressing 

(discomfort at mobilization) 
- Patient reported 

3 point scale (no discomfort at all, minor 

problems, severe discomfort) 
Daily for 4 days after surgery Vogt 2007 1 

Comfort of the dressing 

(pain at dressing changes) 
- Patient reported 

3 point scale (no discomfort at all, minor 

problems, severe discomfort) 
Daily for 4 days after surgery Vogt 2007 1 

Comfort of the dressing 

(skin problems) 
- Patient reported 

3 point scale (no discomfort at all, minor 

problems, severe discomfort) 
Daily for 4 days after surgery Vogt 2007 1 

Signs of infection - redness, 

tenderness, swelling, 

exudates 

- Observer reported Unspecified 2 weeks post-op Vogt 2007 1 

Wound complications - 

haematoma or persistent 

lymph oozing, surgical 

revision 

- Observer reported Unspecified 2 weeks post-op Vogt 2007 1 

Length of hospital stay - Observer reported n/a n/a Vogt 2007 1 

Number of dressing 

changes 
- Observer reported n/a during postoperative stay Vogt 2007 1 

Patient comfort (difficulty 

in removing the dressings) 
- Nurse reported Unspecified Day 5 Wikblad 1995 1 

Patient comfort (pain at 

dressing removal) 
- Nurse reported 

3 point scale from "no pain at all"  to "very 

painful" 
Day 5 Wikblad 1995 1 

Number of bandage 

changes 
- Nurse reported n/a Day 1 to day 5 Wikblad 1995 1 

Reason for bandage 

changes 
- Nurse reported n/a Day 1 to day 5 Wikblad 1995 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Effectiveness (wound 

healing) 
- 

Independent raters 

judging photograph 

1=well healed (wound edges well together; a gap 

of <5% length of the incision allowed with no or 

slight redness), 2=partially healed (gaps >5% but 

<20% with slight to excessive redness), 3=poorly 

healed (gaps>20% with excessive redness) 

Day 5 and 4 weeks after 

surgery 
Wikblad 1995 1 

Redness - 
Independent raters 

judging photograph 

0=no redness, 1=slight redness, 2= excessive 

redness 

Day 5 and 4 weeks after 

surgery 
Wikblad 1995 1 

Wound healing 

Do you think the wound 

is well/partially/poorly 

healed? 

Patient reported 3 point scale 
Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Skin changes - Patient reported Unspecified 
Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Redness Is the wound red? Patient reported Yes/No 
Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Swelling 
Does the wound look 

swollen? 
Patient reported Yes/No 

Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Itching Does the wound itch? Patient reported Yes/No 
Once a week after discharge 

for 3 weeks 
Wikblad 1995 1 

Skin changes (erythema 

and blisters) 
- 

Independent raters 

judging photograph 
n/a Day 5 Wikblad 1995 1 

Clinical utility (ability to 

allow ongoing evaluation of 

the incision) 

How well the incision 

could be seen through 

the dressing 

Nurse reported 1=good, 2=partially, 3=not atall Day 1 to day 5 Wikblad 1995 1 

How much the dressing had 

loosened 
- Nurse reported graded scale from 1 to 3 Day 1 to day 5 Wikblad 1995 1 

Treatment with antibiotics - Nurse reported yes/no 4 weeks after surgery Wikblad 1995 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

Safety (presence of 

infection - wound culture) 
- Clinical sample n/a - lab sample Day 5 Wikblad 1995 1 

Dressing awareness 

How aware are you of 

your dressing most of 

the time? 

Patient reported 
10 cm visual analogue scale with three anchors 

at 0,5 and 10cm 
Day 1 to day 5 Wynne 2004 1 

Movement limitation 
Does the dressing limit 

you in moving about? 
Patient reported 

10 cm visual analogue scale with three anchors 

at 0,5 and 10cm 
Day 1 to day 5 Wynne 2004 1 

Comfort with removal 

How comfortable do 

you feel during dressing 

changes? 

Patient reported 
10 cm visual analogue scale with three anchors 

at 0,5 and 10cm 
Day 1 to day 5 Wynne 2004 1 

Overall satisfaction 

How satisfied overall do 

you feel with your 

dressing? 

Patient reported 
10 cm visual analogue scale with three anchors 

at 0,5 and 10cm 
Day 1 to day 5 Wynne 2004 1 

Wound healing -

approximation 
- Observer reported 

4 categories (total, partial;<2cm of superficial 

separation, moderate;>2cm of superficial 

separation, dehisced; complete separation of 

layers) 

Day 1 to day 5 Wynne 2004 1 

Wound healing - skin 

itegrity 
- Observer reported 

3 categories (normal; pink no redness, 

inflammed; heat redness swelling, macerated 

within a 2.5cm border of the incision) 

Day 1 to day 5 Wynne 2004 1 

Wound infection - Observer reported CDC criteria unspecified Wynne 2004 1 

Dressing integrity - Observer reported 
3 catergories - suture line exposed, poorly 

sealed, well sealed 
unspecified Wynne 2004 1 

Experience with wound 
Has your chest wound 

healed? 
Patient reported Yes/No One month post-discharge Wynne 2004 1 

Antibiotic therapy Has your doctor given 

you any antibiotics for 
Patient reported Yes/No One month post-discharge Wynne 2004 1 
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* 1= Cochrane 2011 dressings review; 2= Cochrane 2014 tissue adhesive review; 3=Chow 2010 tissue adhesive review; 4=additional studies provided by authors of the Cochrane dressings review update 

Outcome as described 

by author 

Wording used to 

measure outcome 

(where reported) 

Who reported 

the outcome 
Rating/measurement scale Assessment time point 

Study 

reference 

Study 

source * 

 

your chest wound, 

since you left hospital? 

Experience with wound 

Over the past month, 

has there been any 

fluid/discharge oozing 

from the chest wound? 

If so, how would you 

describe the fluid: 

watery, straw coloured; 

blood stained; pus 

(think yellow) 

Patient reported Yes/No One month post-discharge Wynne 2004 1 

Experience with wound 
Was a dressing required 

on your wound? 
Patient reported Yes/No One month post-discharge Wynne 2004 1 

Experience with wound 

Have you had any of 

the following problems 

with your chest wound? 

Redness, swelling, pain, 

tenderness 

Patient reported Yes/No One month post-discharge Wynne 2004 1 

Experience with wound 

Has your local doctor 

told you at any time 

your chest wound was 

infected? 

Patient reported Yes/No One month post-discharge Wynne 2004 1 
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Bluebelle dressing allocation: Simple dressing 

Study ID:  

Participant name:  

Date of surgery:  

Date completed:  

Wound Experience Questionnaire 

We are interested in how your wound(s) have healed since your operation and your experience of having a dressing, 
as part of the Bluebelle study. Please complete this short questionnaire yourself. You can complete the 

questionnaire as soon as you feel ready, but ideally this will be within four days of having your operation. If there is 
more than one wound, please respond thinking about just one wound – either the main one or another wound if 

there have been any concerns about how it has been healing.  
 

When you have completed the questionnaire, please return it in the pre-paid envelope provided. 

Section 1: Wound comfort 
 Not at all A little Quite a bit A lot 

1. Has your wound been itchy? ☐ ☐ ☐ ☐ 

2. Has your wound been painful? ☐ ☐ ☐ ☐ 

3. Has your wound had a pulling sensation? ☐ ☐ ☐ ☐ 

4. Has your wound felt tight? ☐ ☐ ☐ ☐ 

5.  Has your wound been smelly? ☐ ☐ ☐ ☐ 
 

Section 2: Removing the dressing 
 Yes No 

If “No” go to Section 3, 
Question 7 6. 

Has the original dressing been removed/come off 
on its own? 

☐ ☐ 

 

If “Yes”, how did it come off? 
 Yes  

a) A doctor/nurse/other health professional ☐  

b) You/your partner/friend/family member ☐  

c) It came off on its own ☐  

 

  Not at all A little Quite a bit A lot 

d) 
Did you feel any pain when the dressing was 
removed?  

☐ ☐ ☐ ☐ 

e) 
Did you feel any anxiety when the dressing was 
removed? 

☐ ☐ ☐ ☐ 

      

Section 3: Experience of having a dressing 

  Not at all A little Quite a bit A lot 

7. 
Has your dressing prevented you from showering 
or washing?  

☐ ☐ ☐ ☐ 

8. Has your wound felt protected?  ☐ ☐ ☐ ☐ 

9. 
Have you felt any anxiety about your wound in 
relation to your dressing(s)? 

☐ ☐ ☐ ☐ 

10. Are you satisfied with your dressing(s)? ☐ ☐ ☐ ☐ 
 

Additional comments: 
………………………………………………………………………………………………………………………………………………………………………............... 

………………………………………………………………………………………………………………………………………………………………………………….... 

……………………………………………………………………………………………………………………………………………………………………………………. 

Thank you for completing this questionnaire. 

Note: Permission to use these measures must be obtained from the author (daisy.elliott@bristol.ac.uk). Work is being 

conducted to test the reliability, validity and sensitivity of these measures.  
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Bluebelle dressing allocation: Simple dressing 

Study ID:  

Participant name:  

Date of surgery:  

Date completed:  

Completed by (please tick): 

 Healthcare professional  
 Participant 
 Other (state):  

 

Wound Management Questionnaire 

To be completed by a healthcare professional up to 4 days after surgery 
Or 

To be completed by the participant up to 4 days after surgery if the participant is discharged before completion by 
a healthcare professional 

 
 

If there is more than one wound, please respond thinking about just one wound – either the main one or another 
wound if there have been any concerns about how it has been healing. When you have completed the questionnaire, 

please return it in the pre-paid envelope provided. 

Section 1: Wound leakage 
In the past 24 hours…  
 Not at all A little Quite a bit A lot 
1. Has fluid from the wound leaked 

through the dressing? 
☐ ☐ ☐ ☐ 

 If “Not at all”, go to Section 2, Question 3 

 
 Yes No If “Yes”, how many times? 
2.  Has the leakage required bedding or 

clothes to be changed? 
☐ ☐ ____________ 

 

Section 2: Dressings 
In the past 24 hours… 
 Yes No  
3. Has the original dressing been 

replaced? 
☐ ☐ If “No”,  questionnaire is complete 

 
 If “Yes”, how many times? __________   

 
      
4.  Why was the dressing replaced? Yes  

(tick all 
that 

apply) 

   

 a) Routine change ☐    

 b) The dressing was saturated ☐    

 c) The wound was irritated ☐    

 d) The wound was blistered ☐    

 e) Another reason ☐ If “Yes”, please specify what the reason was 
________________________________________________ 

Additional comments: 

………………………………………………………………………………………………………………………………………………………………………............... 

………………………………………………………………………………………………………………………………………………………………………............... 
……………………………………………………………………………………………………………………………………………………………………………………. 

Thank you for completing this questionnaire. 

 

Note: Permission to use these measures must be obtained from the author (daisy.elliott@bristol.ac.uk). Work is being 

conducted to test the reliability, validity and sensitivity of these measures.  
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Table 1: Consolidated criteria for reporting qualitative research (COREQ) 

 No Item Guide questions/description Comment 

Domain 1: Research team and reflexivity 

 

 

 

 

Personal 

characteristics 

1 Interviewer/facilitator Which author/s conducted the interview or focus 

group? 

LR, DE, CMM and CM (see pages 6 and 7) 

2 Credentials What were the researcher’s credentials? e.g. PhD, MD DE - BSc, PhD 

LR - BSc, PhD 
CMM - BA Hons, PgDip, MA PhD  

CM – MB ChB BSc 

3 Occupation What was their occupation at the time of the study?  DE - Qualitative Research Associate in Health 

Services Research 

LR - Lecturer in Qualitative Health Science 
CMM - Qualitative Research Fellow  

CM  - Research Fellow 

4 Gender Was the researcher male or female? Females 

5 Experience and training What experience or training did the researcher have? DE, LR and CMM have several years of 

experience conducting qualitative research. 

This has included completing many qualitative 

projects and attending training courses and 

workshops.  

 

 

 

 

Relationship with 

participants 

6 Relationship established Was a relationship established prior to study 

commencement? 

No 

7 Participant knowledge of 

the interviewer 

What did the participants know about the researcher? 

e.g. personal goals, reasons for doing the research 

The researchers introduced themselves, 

explained the purpose of the research and 

provided an information leaflet about the study  

8 Interviewer characteristics What characteristics were reported about the 

interviewer/facilitator? e.g. Bias, assumptions, reasons 

and interests in the research topic  

The researchers explained how qualitative 

research related to main Bluebelle trial 

Domain 2: study design 

 

 

Theoretical 

framework 

9 Methodological 

orientation 

and theory 

What methodological orientation was stated to 

underpin the study? e.g. grounded theory, discourse 

analysis, ethnography, phenomenology, content 

analysis 

 

Data were analysed thematically using 

techniques of constant comparison derived 

from grounded theory methodology (see page 

6) 
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Participant selection 

10 Sampling How were participants selected? e.g. purposive, 
convenience, consecutive, snowball 

Purposeful (see pages 6 and 7) 

11 Method of approach How were participants approached? e.g. face-to-face, 
telephone, mail, email 

Patients were approached face to face by 
healthcare professionals. Healthcare 

professionals were contacted by the 

researchers via email. (See pages 6 and 7) 

12 Sample size How many participants were in the study? Sixty-four patients and 15 health care 

professionals from abdominal general surgical 

specialities and obstetrics (See Table 1 on 

pages 7/8) 

13 Non-participation How many people refused to participate or dropped 

out? Reasons? 

Two patients were unable to take part due to 

poor health. 

 

 

Setting 

14 Setting of data collection Where was the data collected? e.g. home, clinic, 

workplace 

Patient interviews were conducted whilst 

patients were in hospital. Health professionals 

chose a location that was convenient for them 

(their workplace or a nearby café) or opted to 
do the interview over the telephone. (See 

pages 6 and 7) 

15 Presence of non-
participants 

Was anyone else present besides the participants and 
researchers? 

The partners of patients sometimes sat with the 
patients but spoke very little; their comments 

were not included in the final analysis.  

16 Description of sample What are the important characteristics of the sample? 

e.g. demographic data, date 

Participants’ full details are provided in Table 

1, and key information is provided in the 

results section (See pages 7/8) 

 

 

 

 

 

 

Data collection 

17 Interview guide Were questions, prompts, guides provided by the 

authors? Was it pilot tested? 

A topic guide was developed (based on 

literature and views of health care 

professionals in the Bluebelle study team) to 

ensure that discussions covered the same core 

issues but with sufficient flexibility to allow 

new issues of importance to the informants to 

emerge. Although not piloted, it was adapted 

as analysis progressed to enable exploration of 
emerging themes. (Topic guides are included 

in Additional File) 

18 Repeat interviews Were repeat interviews carried out? If yes, how many? No repeat interviews were carried out 

19 Audio/visual recording Did the research use audio or visual recording to 

collect the data? 

Interviews were audio-recorded (see page 6) 

20 Field notes Were field notes made during and/or after the The researchers kept notes throughout data 
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interview or focus group? collection and analysis (See page 8) 

21 Duration What was the duration of the interviews or focus 

group? 

Interviews lasted an average of 25 minutes 

(range = 15–50 minutes). (See page 8) 

22 Data saturation Was data saturation discussed? Data collection continued until the team were 

confident that saturation had been reached 
(See page 7) 

23 Transcripts returned Were transcripts returned to participants for comment 

and/or correction? 

Transcripts were not returned to participants 

for comments or corrections 

Domain 3: analysis and findings 

 

 

 

Data analysis 

24 Number of data coders How many data coders coded the data? All data were coded by DE or CMM. A subset 

of approximately half of the interviews (n = 

19) was double coded by a third researcher 

(LR). (See page 7) 

25 Description of the coding 

tree 

Did authors provide a description of the coding tree? A list of issues from the analysis of the 

interviews and literature search was collated 
into an item tracking matrix. (See additional 

File) 

26 Derivation of themes Were themes identified in advance or derived from the 

data? 

Issues which were conceptually similar were 

organised into categories. For instance, issues 

such as ‘itchiness/irritation’, ‘presence of 
pulling sensation’, and ‘tightness of wound’ 

were mapped into a ‘wound comfort’ category. 

(See Table 2)  

27 Software What software, if applicable, was used to manage the 

data? 

NVivo (version 10)  was used to analyse the 

data (See page 6) 

28 Participant checking Did participants provide feedback on the findings? Full results were not sent out to all participants 

to gain respondent validation.  

 

 

 

Reporting 

 

29 Quotations presented Were participant quotations presented to illustrate the 

themes / findings? Was each quotation identified? e.g. 

participant number 

The interpretation of each category is 

supported by illustrative quotes (See Table 2) 

30 Data and findings 
consistent 

Was there consistency between the data presented and 
the findings? 

There is consistency between the data 
presented and the measures developed. The 

item tracking matrix provides an overview of 

the key findings and how these were used to 
develop the initial measure (See additional 

file) 

31 Clarity of major themes Were major themes clearly presented in the findings? The themes are clearly presented in the 
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findings (See pages 8-11) 

32 Clarity of minor themes Is there a description of diverse cases or discussion of 

minor themes? 

Yes. Differences between the findings of the 

interviews and the literature search are 
discussed, as are the differences in satisfaction 

between the dressing types (See pages 9 and 

10)  
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