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Figure 1  The Consolidated criteria for Reporting Qualitative research (COREQ).
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Codes were then collated into themes in relation to the 
questions being looked into. These themes were then 
reviewed, defined and named. A quarter of the data was 

encoded separately by a separate member of the research 
team. Any disagreements or additions in the coding were 
discussed until a compromise was reached.

RESULTS
Overall, 21 (12 male) consecutive patients with a mean 
age of 60.6 (range 19–88 years) gave their consent and 
participated in this study. On being approached, no 
patients refused to participate in the study. The nature 
and number of patients show a broad range of ortho-
paedic acute surgical interventions (table 2).

Material risks
Courts have struggled to define material risk. The patients 
were asked to define what in their opinion were ‘mate-
rial risk’. However, in addition to this question/answers, 
there is a difference between a patient concern about a 
surgical procedure and concern to a degree that prevents 
them consenting to the procedure (patient concern).

Table 1  Examples of semistructured interview questions

1 Have you ever given consent for an operation before?

2 What was your experience of giving consent for that 
operation?

3 How would you compare this experience to that?

4 What’s important to you when you give consent for an 
operation like this?

5 Were there any risks you felt were particularly important to 
you?

6 Were there any of those risks that would have changed your 
decision-making?

7 Was there anything that was particularly good about this 
consent process?

8 Was there anything that could have been improved?

9 Did you feel informed?

Figure 2  Summarised overview of coding structure and themes.
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From the qualitative analysis undertaken as defined 
above, we found that patients were unable to cite exam-
ples of a material risk in the context of their surgery. 
Interestingly, when specifically asked if any individual 
risk would modify their decision-making process around 
giving consent, none were identified. In a trauma setting, 
most patients felt that they had no non-operative options 
that would provide a reasonable outcome. Statements 
such as “it has to be done. I didn’t really have a choice” were 
present in the majority of interviews.

He [the consenting surgeon] said the consequences of what 
would happen if I didn’t do it [have the operation], so I 
was like “yeah”. (Patient 9—open reduction internal 
fixation ankle)

You just want it done, you can’t dwell on it, it just needs 
doing. (Patient 10—open reduction internal fixation 
ankle)

One patient referred to the operation as ‘Hobson’s 
Choice’, an old English saying describing an apparently 
free choice when there is no real alternative.34

I look on this as Hobson’s choice. I mean I’m probably more 
relaxed than a lot of people in my position right now be-
cause I know I’ve got to have it done. (Patient 11—left hip 
hemiarthroplasty)

Personal experience or serious risks
Although no patients identified a risk that would change 
their decision-making, some did identify risks that were 
particularly significant to them, these are more of patient 
concerns rather a patient-specific material risk. Thus, 
there was variation in terms of the specific risks identified 
as significant rather than a material risk within the group. 
Some risks felt to be most significant came from personal 
experiences, others came from serious life-changing/
threatening risks.

With the infection it is because my wife went into hospital 
with cancer and unfortunately, she had a really successful 
operation, but she was in saint james’ [anonymised hospital] 
a number of weeks with infection and a number of weeks at 
home with home nursing and things like that. So obviously 

I’m going to focus on that in my mind too. (Patient 6—
open reduction internal fixation acetabulum)

When they start going on about “you might not pull through,” 
and heart attacks, strokes, and things like that, that makes 
your mind start ticking. If they probably wouldn’t have said 
owt like that you’d be like “yeah, yeah just get on with it” but 
then you start to think “no, I might have a heart attack or 
a stroke,” … It’s the more serious things that go through my 
mind the whole time”.(Patient 5—open reduction inter-
nal fixation ankle)

Operative outcomes, non-operative options and recovery time
When asked about material risks, some (usually younger) 
patients were most concerned about their operative 
outcomes and speed of recovery in relation to granting 
consent rather than the risks attached. When asked if any 
of the risks would change their decision-making about 
proceeding with the operation, these patients described 
the operation itself and the postoperative period as the 
keys to their decision-making process.

They said it can either take 10–12 weeks or I can have an 
operation and it would be a lot quicker and for me I want to 
get back to work. (Patient 21—open reduction internal 
fixation clavicle)

I think I was more concerned at the technical aspect of the op-
eration and what it entailed, and the recovery period, rather 
than the risks. (Patient 15—open pectoralis major ten-
don repair)

For the two patients who had tendon repairs (patient 14, 
distal biceps tendon repair, and patient 15, open pecto-
ralis major tendon repair), both spoke about functional 
outcomes as significant. When asked about significant 
risks, one echoed the concern of other participants about 
the serious or life-threatening risks, but also mentioned 
that a suboptimal (visual or functional) outcome was 
also a significant risk to them. The other patient spoke 
of operative versus non-operative outcomes related to his 
decision-making to provide consent for surgery.

I suppose the ones that are more serious to your health - infec-
tion, bleeding, deformation, or not being able to fully recover 
or gain your full strength. (Patient 14—distal biceps ten-
don repair).

If he [consenting surgeon] said the operation would have 
been no different to not having it, it wouldn’t have been 
worth doing but he said I’d have limited arm strength, and 
I kind of need my arm to do stuff. (Patient 15—open pec-
toralis major tendon repair).

Important factors to the patient when signing a consent form
Detail and understanding
The majority of patients identified thoroughness in 
explanation and details of both the operative procedure 
and the recovery as important to them before signing 

Table 2  The characteristics and number of patients within 
the patient sample

Surgical intervention Patients (n)

Fractured neck of femur 10

Ankle fracture 5

Humerus fracture 1

Clavicle fracture 1

Radius fracture 1

Acetabulum fracture 1

Tendon repair 2
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consent. This view was echoed by several patients with 
words/phrases like ‘thorough’, ‘detail’, ‘no stone unturned’ 
and ‘I understand everything they are saying’ being present 
in many answers.

I wanted to understand the detail of what was planned, why 
that approach was planned, how it would work, what would 
be happening, what would happen afterwards in terms of 
rehabilitation period, and then the risks. (Patient 1—open 
reduction internal fixation left ankle)

Improvement to the consent process: more time
When asked about either what was good about giving 
consent or improvements to the process, the theme 
of time recurred in many interviews. Several patients 
commented that it would have been useful to have more 
time between being given the information and signing 
the form. These patients said that they struggled to retain 
the risks and benefits of the procedure otherwise:

It was quite a long list of things which was hard to keep up 
with. (Patient 17—open reduction internal fixation 
radius)

One patient specifically mentioned that an online infor-
mation resource would have improved his experience.

It was all very quick really. They haven’t got much time, 
but I felt there was a great deal of time explaining about 
everything, but also I was trying to take everything in at the 
time so the actual process of the operation would have been 
better if there was a link to an email or a video information 
specifically about that, that I could go to afterwards would 
have been useful. (Patient 15—open pectoralis major 
tendon repair)

Several patients mentioned that repetition of going 
through the consent form as helpful.

I think it was good that they went through it multiple times 
because I’ve been to a few wards and every time I went to 
a new place they went through it again. That was good. 
(Patient 17—open reduction internal fixation radius)

Little memory of previous consent
In the group of patients who had given consent prior, most 
admitted to having little or no memory of the consent 
process or the risks involved. One patient even denied 
that she had given consent all together. Only one patient 
could give a description of the process which was vague.

I think I was very happy about everything [with a previous 
consent process]. I was quite a wee while ago so it’s hard to 
remember. (Patient 2—left total hip replacement)

I don’t quite remember, I had a colonoscopy and I’m sure 
they did some consent before that, but I don’t quite remem-
ber. (Patient 1—open reduction internal fixation left 
ankle)

DISCUSSION
This is the first study to look at eliciting material risks 
in patients undergoing single trauma operations. 
Previous studies have considered the position following 
the surgical intervention.35 The courts have struggled 
to define material risk, and in our study, patients were 
unable to explain what they thought was a material risk. 
This is separate to the concept of patient concern, inev-
itable with any medical procedure, which may or may 
not stop a patient consenting to the surgical interven-
tion. The factors are particular to the patient; however, 
defining what patient concern amount to a material risk 
is problematic.

The key finding of the study is that patients are unable 
to identify what constitutes a material risk after giving 
consent. This highlights the difficulties of applying the 
Montgomery ruling in a trauma surgery setting. “The 
crux in the Montgomery case was that the doctor herself 
argued that by telling Mrs Montgomery about the risk 
of shoulder dystocia associated with a normal vaginal 
delivery in a diabetic mother she anticipated that the 
patient would elect for delivery by caesarean section.”10 
In other words, that the risk that was not disclosed would 
have changed her decision-making to give consent. The 
current expectation of the consenting trauma surgeon is 
to be able to elicit these material risks at the time of taking 
consent. This study showed in a small qualitative sample 
that shortly after the moment consent was taken that 
patients themselves could not identify these material risks 
and felt that there were no risks that would change their 
decision-making. This re-enforces the need in the acute 
setting for time to be invested in the consent process to 
ensure that patients are aware of the intervention’s risk. 
From the results of the analysis, the experiences of the 
patient’s friends and family are particularly relevant, thus 
direct question is appropriate as time may preclude a 
conversation that elicits this information voluntarily from 
the patient.

The consent process for trauma operations included 
in this study bears little resemblance in character 
to other consent processes that now fall under the 
Montgomery ruling, such as palliative chemotherapy 
for example. In a trauma setting, consent is obtained 
shortly after injury. There is still much debate about 
optimum timing of fixations after trauma, but for 
broken neck of femurs, most national guidelines in 
developed countries recommend early surgery.36 The 
consenting surgeon is unlikely to have a detailed knowl-
edge of the patient or a pre-existing clinical relation-
ship with them. The aim of all the operations included 
in this study was curative, and the disability that would 
be incurred through non-operative management 
would be high. This demonstrates a unique challenge 
to the trauma surgeon’s consent process in relation 
to the Montgomery ruling, with possible similar (but 
not identical) scenarios including acute abdominal 
surgery.

 on M
arch 31, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2020-037657 on 8 O

ctober 2020. D
ow

nloaded from
 

http://bmjopen.bmj.com/


7Howard A, et al. BMJ Open 2020;10:e037657. doi:10.1136/bmjopen-2020-037657

Open access

The inability of the patients in this study to define 
any risks that were significant enough to change their 
decision-making may be in relation to these factors.

The ‘Hobson’s choice’ described by patients points the 
authors to hypothesise that in fact that potential disability 
of non-operative management could be thought of as a 
material risk in and of itself. This aligns with the finding 
that patients focus on the technical aspect and functional 
outcomes of the operation rather than the risks inherent 
to it. These findings are of patients who have accepted the 
risk of their operation and are thinking forward to the 
operation itself as they feel they have no other alterna-
tives. The patient focus on the results of the intervention 
rather than risks associated with achieving those results is 
consistent with other studies looking at surgical manage-
ment of neoplasms.37

These findings have generalisability. Consent for trauma 
operations, as discussed above, with their curative intent 
and high non-operative morbidity, is a specific decision-
making process. However, these findings could be rele-
vant to other curative surgical procedures such as acute 
abdominal surgery or tumour removals, it is unlikely to 
applying to consenting to life-prolonging chemotherapy, 
diagnostic colonoscopy or an elective total hip replace-
ment for example. The short time period between injury, 
consent and operation may also have an impact on 
decision-making and an extensive analytical processing of 
the risks and benefits of the patient’s potential options.38

The legal test of materiality laid out in Montgomery 
relates to “a reasonable person in the patient’s posi-
tion … attach[ing] significance to the risk”.1 Patients 
in this study attached significance to serious or life-
threatening risks, however, not to the point where it 
would change their decision-making to consent for 
the operation. No patients in this study who had had 
previous operations had suffered a serious adverse 
outcome from these. The authors speculate that if 
patients within our cohort had previously experience 
such a complication, that would have had an impact 
on their decision-making.

Some of the risks that patients in this study regarded as 
significant were based on past experiences of friends and 
family. Thus, we suggest that the surgeon asks about any 
previous experienced ‘complications’, as this may elicit 
material concerns.

Patients in this study valued having more time to think 
before signing the consent for and felt that going through 
the consent form multiple times and to align with the 
Department of Health guidance on consent that ‘the 
seeking and giving of consent is usually a process, rather 
than a one-off event’. For major interventions, it is good 
practice to seek the person’s consent to the proposed 
procedure well in advance, when there is time to respond 
to the person’s questions and provide adequate infor-
mation.39 As outlined above, the trauma surgery setting 
differs greatly from many other types of medical and 
even surgical consent and presents challenges to imple-
menting this. The National Institute for Health and Care 

Excellence guidelines for management of a neck of femur 
fracture, for example, recommend “perform surgery on 
the day of, or the day after, admission,”40 which in most 
cases would be prohibitive to applying the Department of 
Health’s guidance.

One of the interesting findings of this study is that 
most patients struggled to remember any details of 
previous consent processes. This finding of poor recol-
lection and understanding has been repeatedly shown in 
studies and literature reviews.41–48 A finding that worsens 
with increasing age.48 There is conflicting evidence as 
to efficacy of44 and strategies to49–51 improve this. Good 
documentation of the consent process remains key to 
ensure transparency and legal protection for doctors and 
patients.39 52

LIMITATIONS
There are limitations to this study. First, the interviews 
were shorter than many qualitative studies, which may 
have led to a lack of detail in the data. One reason for this 
is that much of the interview topic guide was designed to 
elicit and elaborate on material risks that were relevant to 
the patient; however, given that patients could not iden-
tify many, this reduced the interview length compared 
with what was initially anticipated. Second, the interviews 
were preoperatively, which limits the time for in-depth 
interviews. A previous preoperative qualitative study used 
interviews as short as 15 min.53

The authors made a deliberate decision to conduct the 
study after consent was taken but before the operation 
was conducted for the methodological reasons explained 
above. One potential flaw of this however is that material 
risks at this time could be ‘unknown unknowns’, a concept 
used in other fields including risk management.54 In the 
case of this study, patients could be unaware of material 
risks until they occur to them later down the line. This 
does however show the challenges to the surgeon trying 
to second guess these. Potential future methodologies to 
look for these could involve following patients up postop-
eratively and conducting multiple interviews or looking 
through cases coming from the clinical negligence system.

Another limitation could be considered—the decision 
taken to interview patients having trauma operations with 
definitive treatment of injury in a single surgical proce-
dure. This aimed to exclude polytrauma where multiple 
procedures and operations would be needed therefore 
making interviews about operative risks and benefits 
indistinct. However, a potential consequence of this is 
that the included operations have lower risks and the 
results of this study may reflect this. Risk is a spectrum 
and is described and perceived differently by different 
individuals. An important question that this study was 
not developed to address was looking at major risks that 
would have had the patients declining surgery as the level 
of risk is lower for relatively minor procedures included 
in this study.
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CONCLUSIONS
This work establishes that in trauma surgery, the patients 
immediately following the surgical consent process are 
unable to crystallise what material risk is, which confirms 
the hypothesis of the study. Montgomery1 states, “that a 
reasonable person in the patient’s position would be likely 
to attach significance to the risk”. There is a contradic-
tion between the understanding and/or ability to vocal-
ised and the expectation imposed by Montgomery. This is 
the first study to show this state of patient knowledge and 
expression, which is critical in a meaningful application 
of the Montgomery principle.

This study provides early data about the challenges of 
applying the Montgomery ruling to a trauma surgeon’s 
practice as patients could identify no material risks when 
giving consent. This does not alleviate the clinician in 
advising the patients of what is their view are the martial 
risks during the consent process. Patients in this study did 
attribute significance to past experiences of friends and 
family, thus, prompting us to suggest that the surgeon asks 
about these experiences. Patients’ functional recovery 
was an important factor but did not prevent them under-
going surgery.

Further work is needed to explore this issue in order 
to improve this apparent intellectual mismatch, a diver-
gence between patients and clinicians as it has also been 
reported in other medical disciplines, such as in percuta-
neous coronary interventions.31
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