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This study provides valuable patient centred information on how surgeons communicate
treatment options and make decisions in areas of uncertainty. It might help clinicians to

consider key items of information to communicate to patients before surgery in Crohn’s

anal fistula.



Background: Anal fistula affects one in three Crohn’s patients, and few achieve long term
healing. Treatment involves a combination of medical and surgical operations. There is no
‘best’ operation for this condition, so patient preferences are important in selecting
appropriate treatments. The aim of this study was to investigate informational and decisional

preferences of patients related to surgical therapy of fistulizing perianal Crohn’s disease.

Method: Patients who had undergone surgery for Crohn's anal fistula underwent face-to-face
semi-structured interviews. Interviews explored experience of treatments for fistula,
experiences of receiving information and participation in decision making. Transcripts were
analysed by two investigators through inductive thematic analysis. Saturation was assessed

for at 12 interviews and then after each subsequent interview.

Results: Seventeen patients completed interviews and saturation was achieved. Five themes
were identified, two of which (desired information and decision making) were relevant to the
study aim. Other themes included experience of Crohn’s disease, experience of receiving
information and procedure specific comments. Participants desired information to address
risks of procedure, high level outcomes (e.g. success), impact on day to day life, and aftercare.
Participants felt they did not always receive the information they needed to select the best
treatment option. Participants felt uninvolved in treatment decisions, and would like to trade-

off operations to reach their treatment goal.

Conclusions: Information provided to patients about surgical treatment of Crohn’s anal fistula
does not meet their needs. Clinicians should address aftercare, impact on quality of life, likely

success and risks of the procedure.



A perianal fistula is an abnormal connection between the anorectum and perianal skin. One
in three patients with Crohn’s disease will develop a perianal fistula?, and as few as one in
three will achieve long term fistula healing?. This is a condition which is typically managed by
a team including surgeons and physicians, using a combination of medications and
operations3. Initial surgical therapy focuses on sepsis control and typically uses setons to
achieve this. Following medical therapy to decrease Crohn’s disease activity, procedures to
close a fistula may be attempted including fistula plug or advancement flap®. Some patients
may require a stoma in medically refractory disease. A high number of patients might never
achieve remission of their fistula symptoms leading to lost days of work, reduced quality of

life>®, requiring multiple operations including stoma formation, or proctectomy’.

A systematic review of surgical interventions did not identify a clear front-running technique
for the cure of Crohn’s anal fistula®. With equivalence of outcomes, and differences in
intervention characteristics, selection of a procedure might be adjusted to account for patient
preferences & values. Current guidance encourages doctors to place significant weight on
patient preferences and values when considering any treatment, including surgery®, moving
decision making from a clinician centred model to one which takes input from both parties —
a shared decision model®. Shared decision-making can be considered a hall-mark of quality
care'?. It may help to reduce waste in surgical services by ensuring investigations or
interventions are tailored to a patient’s treatment goals, rather than using a ‘one size fits all’
approach®'. This requires clinicians and patients to share the relevant ‘best available

evidence’, and to ensure discussion of relevant items of information®.



Related qualitative literature has investigated decision making preferences of adolescents
when considering biologic therapy, and shown a desire to participate in decisions about
treatments'?. A separate study explored the informational needs of patients on living with
inflammatory bowel disease, which included information on disease processes and managing
the impact on daily activities!®. There are no studies exploring patient information and

decision preferences in Crohn’s anal fistula.

Aim
The aim of this study was to investigate informational and decisional preferences of patients

related to surgical therapy of fistulizing perianal Crohn’s disease.

Materials and Methods

This study received ethical approval from the Greater Manchester (South) NHS Research
Ethics Committee (16/NW/0640), Informed consent was obtained from all individual
participants included in the study. It is reported in line with the Consolidated criteria for

reporting qualitative research (COREQ) guidelines*.

Research team and reflexivity

Interviews were carried out by JM (BMedsci student) or ML (PhD student/clinician). Both JM
and ML undertook interview training and feedback with GJ, a health psychologist prior to

commencing the study. Researchers established their relationship with participants at the



point of recruitment. Participants were made aware of the clinical background of the
interviewer, and of their interests in the topic. Reflexivity (the inherent bias carried by the
conduct of the researcher in interviews or interpretation of transcripts) was addressed in
several ways; the researchers were transparent with patients about their roles and
interviewers underwent a debrief after interviews. Transcripts underwent dual review and
coding by the investigators to address reflexivity related to interpretation. Transcripts were

revisited later in the study to reassess findings with consideration of emerging themes.

Methodological Framework
A qualitative methodology was adopted using semi-structured interviews and inductive

thematic analysis. Qualitative research was selected as there is no evidence around patient
information needs in fistulating anal Crohn’s disease. Exploratory research is therefore an
appropriate first step. Semi-structured interviews use a common framework or structure but
allow the researcher to explore ideas and concepts that arise through further prompts or
guestioning. A structured interview would allow only the questions presented on the
interview schedule. As this study adopted a qualitative methodology, the study is not

designed to have power to demonstrate a statistical difference.

Participant Selection
The participant sample was selected through purposive sampling i.e. sampling of the

population to ensure variation amongst those interviewed by ensuring a mix of active and
inactive fistula, and experience of different surgical procedures. Recruitment was targeted at
biologic infusion clinics (nurse-led unit for ambulatory attendees receiving infusions of

biologic therapy for Crohn’s disease), and surgical-IBD clinics. Participants were eligible if they



were adults who had undergone previous surgery for Crohn’s anal fistula and able to converse
in English. Additional targeted recruitment was carried out during the study to balance the
number of patients with a stoma against other groups, as this group was under-represented.
This was targeted at a target population rather than individual patients. The study used an
opt-in approach which was completed by the participant at home to avoid coercion.

Participants were identified following clinic attendance at one of two UK hospitals.

Setting

Research interviews were conducted in a non-clinical area at each of the hospitals. The
interview schedule is presented in appendix A. As the interview might address sensitive
issues, only the participant and interviewer were present during the interview. If a participant
became distressed, the researcher would offer to suspend or terminate the interview and
arrange for access to local IBD nurse specialists. Participating hospitals were approximately
100 miles apart in different regions of the UK, meaning there should be no effect or influence

of one on practice in the other.

Data Collection

Descriptors of participant age, sex, duration of Crohn’s disease, prior fistula operations, and
current fistula status were recorded. An interview guide was prepared by ML and GJ with
input from a patient representative. Each participant undertook a single interview, which was
audio recorded. Supporting field notes were taken by the interviewer where appropriate to
identify any aspects of questions that did not work and to identify potential issues related to

reflexivity.



Data Analysis & Coding

Interviews were transcribed by their respective interviewer. Coding was undertaken
independently by JM and ML using NVivo 11 Computer-Assisted Qualitative Data Analysis
Software (QSR International, Australia). Data analysis was via an inductive thematic approach
utilizing a systematic approach as outlined by Braun and Clarke®>. After five interviews, codes
were compared and discussed with the research team, and a provisional coding framework
was agreed. This was constantly reviewed during analysis to give the final coding framework,
with the addition of themes where appropriate. This framework was applied to subsequent
transcripts. Participants did not provide feedback on the findings. Data coding was conducted
by ML and JM. As data saturation can occur with as few as twelve interviews*®, saturation was
first assessed at this point, and then after each subsequent interview. Saturation was reached
when ML & JM agreed that five subsequent interviews did not reveal any new themes.
Transcripts were not returned to participants for comment as the research team was

concerned about logistical and time restraints related to the study.

Results

Seventeen people completed interviews aged 19-71 (nine male). Interview length ranged
from 16- 47 minutes. Participants had undergone treatment for Crohn’s disease over a period
ranging from 6 months to 40 years. Treatment experience included setons (thirteen cases),
fistula plug (three patients), and stoma formation for fistulating disease (four cases). Ten
participants had an active fistula i.e. fistula with ongoing discharge requiring further
treatment. Participants reported treatment experiences from four different hospitals (one

participant had transferred their care from another hospital to a participating unit, another
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participant had started treatment in the participating unit and received care in a regional
centre before returning to participating unit for additional care) ;ten different surgeons were
named during interviews, showing a range of treatment experience. A summary of participant
characteristics is shown in Table 1. Of those approached, 28 patients declined or did not

contact the research team following initial approach. No reasons were given.

The initial coding framework is presented in appendix B. Saturation was assessed at interview
12 and confirmed following interview 17. Analysis identified five over-arching themes: i)
Experience of Crohn’s disease, ii) experience of receiving information, iii) procedure specific
comments, iv) decision making, and v) desired information. A summary of these themes along
with their sub themes and number of participants referencing them is shown in the data
saturation grid (Table 2). This manuscript focusses on the themes related to receiving
information, decision making and desired information in depth. A summary of all themes,

including third tier themes is presented in Appendix C.



Experience of receiving information

Six subordinate themes were identified related to receiving information. These were
information from clinicians, delivery of information, conflicting information, the internet as a

source of information, peer support and written information.

Delivery of information

Many participants felt that the quality of counselling prior to surgery was poor, and could be

delivered at a slower pace.

‘It just seems like everything is really rushed and they haven’t got time to really talk to you. They
don’t actually sit down half of the time and it’s like duh, duh, duh, and they go into their offices, and
it’s like...are we done?’

1.5, F, Active fistula

‘It was quite rushed, and she sort of just gave me [leaflets] or whatever. | think | would have
preferred someone to just sit down with me properly.’

I.11, F, Inactive fistula

Information from clinicians

Information from clinicians typically focussed on short risks and outcomes of procedures

and long-term outcomes of the condition.

‘At the time, that was sort of the thing that was most worrying to me...obviously | know it’s a small
risk, of cutting your sphincter muscle...’

1.6, M, Active fistula
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‘I was always told it’s unlikely, well not unlikely, it’s never certain that a fistula is going to heal, and
likewise, if someone has had fistulas from something like Crohn’s, it’s also likely that it recurs.’

1.10, M, Active fistula

Two participants specifically mentioned a discussion of risk of incontinence prior to surgery,
but other participants reported a focus on short term success and failure from surgical

procedures.

The internet as a source of information

The internet was used by most participants to seek information on their condition and
treatment options. Other information sources included discussion forums, written leaflets,
and charity sources. Participants typically fell into those who found the internet useful, and

those who did not.

‘I looked on Google, and that made me even more scared.’

1.1, M, Inactive fistula

‘On the stoma sites, a lot of people do Vlogs, so I've watched them before. There’s some good ones
that are helpful.’

1.15, F, Active fistula

Peer support
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Peer support was often discussed as a way of finding out information which clinicians did not
routinely offer. Internet peer support e.g. internet forums were typically considered to
provide useful content. They also provided social support for participants as they reported

feeling better after talking to others with similar problems.

‘Obviously, there’s forums and bits like that which you always seem to go to. People were great.
Some people go...you get the odd horror story in here and there but you sort of expect [that].’

1.6, M, Active fistula

‘I’'m on so many support groups on Facebook...there’s so many people going through what I’'m going
through —it’s crazy.’

1.15, F, Active fistula

Written information.

Written information, in the form of leaflets, was not seen as being a preferred format for
delivery of information for many participants. It was felt to have a supporting role in the

delivery of information.

‘[It’s] secondary, supportive, rather than primary, because you can’t ask questions of a piece of paper.’

1.17, F, Active

Conflicting information
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Participants reported receiving conflicting information from different sources. The areas

where conflicting advice had been given around major implications of treatment decisions.

‘I've seen different consultants, all lovely, but | felt like each person was telling me something
different.’

1.11, F, Inactive fistula

Decision making
Two subthemes were identified: ‘trade off’ and ‘who makes the decision’.

Trade off

Several participants alluded to trading off different aspects of treatment for different
outcomes, referencing symptoms, quality of life, or repeated procedures as factors in their
choices. Participants were typically willing to accept a procedure which limited disruption to
their lives and achieved some symptomatic relief from the fistula compared to those which
were intended to be curative but disruptive to life or associated with increased risks. Two
participants had experienced medically refractory Crohn’s disease and undergone stoma
formation or proctectomy. Both indicated that the trade-off of a stoma for improved quality

of life was worthwhile, despite the temporary impact on quality of life.

‘I suppose I'd weigh up that against your success percentage and look at what suited me best. |
obviously want the most successful treatment, but if it’s going to be six months of to and fro between
the hospital....’

1.6, M, Active fistula

‘If...my quality of life was worse and that was a permanent state, then | would say yeah, the quality of

life improvement would maybe be worth just having a stoma’
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1.10, M, Active fistula

Who makes the decision?

The process of decision-making was discussed by several participants. Several people
indicated that they preferred a clinician-centred or clinician guided decision model. Others
felt that they wanted a more active and decisive role in the process. Participants recognised
the uncertainty associated with decisions, and this is perhaps why they willing to rely on

clinician input.

‘I like to be led by somebody who knows what they’re on about. | like to make my own decision, but
| like to be led in the right direction....as long as they’re honest with me and lay all the information
out, and not concentrating too much on worst and best. [Talk] about the middle ground where most
people end up. | think | can make a pretty informed decision.’

1.9, M, Inactive fistula

Notably, many participants felt that they had not been offered a choice in the treatment of
their fistula. Whilst no immediate choice was apparent, participants indicated that clinicians
often mentioned a sequence of treatments of increasing invasiveness or severity to attempt

to improve symptomes.

‘They didn’t give me an option of what they were going to do. They were going to do this...but they

didn’t go ‘there’s A,B,Cand D’
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1.6, M, Active fistula

Desired information

Interviews explored the kind of information participants would like to support them when
making decisions about their care. This identified five sub themes; procedural information,
treatment goals, sexual and reproductive health, aftercare, and delivery of information. A

summary of desired information is shown in figure 1.

Procedural information

Participants broadly wanted to know about success and failure rates of fistula closure, and
likelihood of fistula recurrence for specific procedures. They also wanted to know how likely
it was that a treatment would improve their symptoms. There was a recognition that fistula
can recur in the future, hence the focus on symptom control. Participants indicated that

procedural information was widely covered by surgeons.

‘Success rate is number one...what sort of percentage chance my surgery would succeed.’
‘Because [recurrence] is sort of one thing you imagine...| don’t have to worry about it, and then a few
years down the line, you’ve got another one....is it worth actually going off and closing it at all?’

1.10, M, Active fistula

Treatment goals
Participants discussed treatment objectives beyond fistula closure, including symptom

improvement, and aspects related to daily activities and quality of life. These ideas were
prominent for all patients, with emphasis on the effect of treatment on the ability to work,
go shopping, and socialise normally. Participants indicated that the relevance of surgical

treatments to their own treatment goal was not often explored by clinicians.
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‘Recovery time. | want to know about aftercare and exactly what’s going to happen....Speed and
effectiveness really.’

1.14, M, Active fistula

‘I'd need to know that | can carry on doing the things that | do. | basically want to be able to sit on a
bike seat for a start.’

1.16, M, Active Fistula

Sexual and reproductive health
Three participants (all female), raised concerns about the impact of treatments on sexual and

reproductive health, and felt that this should be part of any discussion. During interviews with
these participants, it was clear that information about fertility or sexual function had only
been discussed because they had raised the topic. Participants were sometime surprised by
the statements on the potential negative effect of treatment on sexual health and fertility,

with clinicians highlighting a negative effect that was ‘obvious’ to them, but not to the patient.

‘It obviously affects my sex life ‘cause it’s all closely linked isn’t it?’
‘Some people have said you can have children, some people have said you can’t so...’

I.15, F, Active fistula

Aftercare
Participants discussed the need for information about aftercare following treatment of their

fistula. This included information on how to manage ongoing discharge from fistula tracks
whilst setons were in situ, advice related to dressings care, and plans for follow-up.

Participants indicated that this was often dealt with as an afterthought or by someone not
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familiar with the patient or the condition. This led to significant uncertainty and feeling

discarded by their healthcare team.

‘If | was ever going for anything then [I'd ask] “What is your aftercare procedure?’

1.6, M, Active fistula

Delivery of information
Several participants offered thoughts on the modality of sharing information. Many preferred

a face-to-face discussion with a health care professional, typically a surgeon. They preferred
that this was a two-way interaction to explore and share information to reach a decision,
rather than unidirectional sharing of information. This would allow them to elicit the points
of information that were important to them. They indicated that written information could
be provided to take away and reinforce details from the consultation. Participants felt that
this information should be delivered primarily by a surgeon, but also indicated that nurse
specialists in inflammatory bowel disease could help to provide some of the missing
information. As part of a separate theme, the participants identified the importance of the
therapeutic relationship when discussing treatment decisions, particularly related to how a

good relationship led to trust about the quality of information and the decisions being made.

‘It’s just sitting down and taking the time....it would be helpful to give a leaflet...maybe even some
pictures of stuff.’

1.7, F, Active fistula

'Face-to-face, verbally. | like to ask a lot of questions, so to be able to have a dialogue has always been
really useful.’

1.17, F, Active fistula
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Discussion

This study has explored patient preferences for content and delivery of information about
surgical treatment for Crohn’s anal fistula. Despite long histories of fistulating disease,
participants discussed their recent experiences of receiving information about surgical
treatments, meaning that this information reflects relatively current practice. They also
focussed more on their experiences of discussing treatment in the elective setting rather than
the emergency setting. It has generated a short list of important items to consider in selecting
procedures and highlights patient desire to be involved in treatment decisions. Despite long
histories of fistulating disease, participants discussed their recent experiences of receiving
information about surgical treatments, meaning that this information reflects relatively

current practice.

This study benefits from broad participation demographics, including male and female
participants of varying age, with a mix of active and inactive fistula, and a broad range of
procedural experience, including stoma formation. This means that the expressed desires of
information delivery and content might aid the transferability of findings. Whilst the
procedures experienced by participants may not reflect ideal practice, it does reflect the real-
world experience of patients. This study has also been conducted with appropriate
methodological oversight, dual review of interviews, and reported to meet existing
guidelines!®. Dual coding of transcripts is a form of between researcher triangulation and

should be considered a further strength of this study.
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The main limitation of this study is that it was undertaken across only two hospitals. This
means that experiences reported reflect only those from these sites and may not be directly
extrapolated to those outside of these centres. As participants were recruited through several
clinical contact points following treatment, there is a risk of recall bias affecting the
experience, owing to time elapsed since the last surgical procedure. We did not record time
since last surgical procedure in this study. There is also the risk of responder bias; this means
that only those with strong positive or negative experiences of disease or treatment
participated, leading to reporting of only extreme experiences. This could account for non-
participation of 28 of those approached, although it may also reflect discomfort with the
topic, dissatisfaction with clinical care, or practical issues such as time off work, as well as a
lack of desire to participate 1718, However, the sample size is comparable to other studies in
the field®2%. We acknowledge that not all possible surgical interventions available are
represented in this study, although this will reflect local clinician treatment preferences.
Previous work has shown a wide range of procedures is offered to patients with Crohn’s anal
fistula?2. This study has captured commonly used treatments such as seton, but we accept
that several forms of treatment are missing. The study reports only the experiences of those
who have undergone surgical intervention, not those who have been managed without
surgery. The authors believe that it is highly unlikely that the majority of patients with anal
fistula in the context of Crohn’s disease will not have undergone a surgical procedure at some
point, even if this is limited to a seton. This may however reflect a missing population in this

study.

The main desired information items were related to procedural conduct and high-level

outcomes of success and failure, impact of the procedure on quality of life and other
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functions, time needed to recover and aftercare considerations, some of which have been
indicated in studies of the wider inflammatory bowel disease cohort?3. During interviews,
participants discussed different trade-offs between treatment options related to factors such
as fistula healing and improved quality of life. When discussing hypothetical treatment
choices, participants typically stated they would favour the least invasive and least disruptive
intervention, not necessarily the option with the highest probability of fistula healing. This fits
with the broader patterns seen in shared decision making, where deployment of this
approach tends to reduce the number of invasive tests or procedures®!. Clinicians could
explore these factors with patients when considering treatment options. This might lead to
changes in treatment choices. Many participants expressed dissatisfaction with the limited
amount of information given on non-technical features of procedures such as aftercare,
impact on fertility, and activities of daily living. There is an opportunity for surgeons to explore
these aspects with patients as part of the decision-making process to select appropriate
treatment options. These experiences match with those reported in surveys of patients with
IBD?4. A study which assessed audio recordings of consultations about surgery for oesophago-
gastric cancers found similar trends — surgeons focussed on technical factors and overall
success (or mortality), whereas patients were more interested in time to recovery and impact
on quality of life?>. Furthermore, participants highlighted the importance of a strong and well-
established therapeutic relationship with their clinicians in the establishment of trust when

sharing information and making decisions.

The findings of this study are relevant for surgeons. Patients wish to participate in the
decisions about their surgical treatments. The items presented in figure 1 might provide a

reference list of items to discuss with patients, including infrequently addressed items such
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as impact on sexual function and return to regular activities of daily living. These were
reported across the sample of participants who had experienced a wide range of surgical
procedures for their fistulating disease. Presentation of these items might allow patients to
trade-off the risks and benefits of different operations from their own perspective and to
select the most appropriate operation based upon their current treatment and life priorities.
The procedures presented might include stoma as an option, if clinically appropriate. One way
to ensure this is integrated in care would be to ensure that patients are seen by a
multidisciplinary team with a focus on Crohn’s anal fistula, who are able to dedicate necessary

time to explore values and options with the patient.

There is also a need to standardise the content of information, and this might be achieved
through a core information set?®. In the meantime, surgeons providing care to this patient
population should consider the items listed here when offering surgery for Crohn’s anal
fistula. They should ensure that they have elicited the patient’s treatment goal to offer the
‘best’ treatment for the patient. Further research should be directed towards matching
patient treatment goals with surgical procedures. Additional work involving separate
interviews of patients and their surgeon would allow comparison of perspectives, and identify

the items of information that both parties believe are key to decision making.

Conclusion

Current information provision and counselling about surgical treatment options for Crohn’s

anal fistula does not meet patient needs, in delivery and content.
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Table 1: Summary of participant characteristics.

Sex

n <

T <<

<< £

-n

Age
(years)

19
60
45

23
60
25
26
27

56
25
22
31
71
22

24

67
35

Time since
first fistula
15 years

6 years

14 years

9 years
40 years
7 years
7 years
5 years

20 years

9 years
7 years
1 year
6 months
6 months

3 years

15 years
10 years

Previous operations Fistula
status
Seton Inactive
Seton Active
Panproctocolectomy & Inactive

ileoanal pouch

Seton Inactive
Seton, End lleostomy Active
Drainage of abscess Active
Seton Active

Seton, fistula plug, Active
advancement flap

Seton, fistula plug Inactive
Seton, fistula plug, Active
End lleostomy Inactive

Seton Active

Seton, proctectomy Inactive
Drainage of abscess, loop  Inactive
ileostomy

EUA, seton, Loop Active
colostomy

EUA, seton Active
Subtotal colectomy, Active

temporary ileostomy,
ileorectal anastomosis,
EUA, drainage of
abscess, seton
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Over-arching theme Sub theme Number of participants

referencing subtheme (%)

Experience of Impact of disease 15 (88.2%)
Crohn’s disease Quality of life 9 (52.9%)
Effect of operation 12 (70.6%)

Aftercare 10 (58.8%)

Fistula expectations 9 (52.9%)

Relationship with healthcare professionals 10 (58.8%)

Experience of Delivery of information 8 (47.1%)
receiving information Information from clinicians 15 (88.2%)
The internet as an information source 15 (88.2%)

Peer support 10 (58.8%)

Written information 8 (47.1%)

Conflicting information 4 (23.5%)

Procedure specific @ Seton 12 (70.6%)
Stoma 15 (88.2%)

Decision making Trade-offs 14 (82.4%)
Decision making preferences 15 (88.2%)

Desired information = Procedural information 9 (52.9%)
Treatment goals 12 (70.6%)

Sex and reproductive health 3(17.6%)

Aftercare 9 (52.9%)

Delivery of information 8 (47.1%)

Table 2: Summary of emergent themes, subthemes and data saturation.

Figure legends

Figure 1: What do patients want to know when discussing fistula surgery?
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