
                          Ochieng, C. A., Richards, H. S., Zahra, J., Cousins, S. E., Elliott, D.,
Wilson, N. M., Paramasivan, S., Avery, K. N. L., Mathews, J. A., Main,
B. G. J., Hinchliffe, R. J., Blencowe, N. S., & Blazeby, J. (2022). A
qualitative documentary analysis of guidance on information provision
and consent for the introduction of innovative invasive procedures
including surgeries within NHS organisation policies in England and
Wales. BMJ Open, 12(9), 1-8. [e059228].
https://doi.org/10.1136/bmjopen-2021-059228

Publisher's PDF, also known as Version of record
License (if available):
CC BY
Link to published version (if available):
10.1136/bmjopen-2021-059228

Link to publication record in Explore Bristol Research
PDF-document

This is the final published version of the article (version of record). It first appeared online via BMJ at
http://dx.doi.org/10.1136/bmjopen-2021-059228.Please refer to any applicable terms of use of the publisher.

University of Bristol - Explore Bristol Research
General rights

This document is made available in accordance with publisher policies. Please cite only the
published version using the reference above. Full terms of use are available:
http://www.bristol.ac.uk/red/research-policy/pure/user-guides/ebr-terms/

https://doi.org/10.1136/bmjopen-2021-059228
https://doi.org/10.1136/bmjopen-2021-059228
https://research-information.bris.ac.uk/en/publications/2a81652f-8da1-444b-b14d-ab40d5bdd23e
https://research-information.bris.ac.uk/en/publications/2a81652f-8da1-444b-b14d-ab40d5bdd23e


1Ochieng CA, et al. BMJ Open 2022;12:e059228. doi:10.1136/bmjopen-2021-059228

Open access�

Qualitative documentary analysis of 
guidance on information provision and 
consent for the introduction of 
innovative invasive procedures 
including surgeries within NHS 
organisations’ policies in England 
and Wales

Cynthia A Ochieng  ‍ ‍ ,1 Hollie Richards  ‍ ‍ ,1 Jesmond Zahra  ‍ ‍ ,1 Sian Cousins,1 
Daisy Elliott  ‍ ‍ ,1 Nicholas Wilson,1 Sangeetha Paramasivan,1 Kerry N L Avery  ‍ ‍ ,1 
Johnny Mathews,1 Barry G Main  ‍ ‍ ,1,2 Robert Hinchliffe,1,3 
Natalie S Blencowe  ‍ ‍ ,1,2 Jane M Blazeby  ‍ ‍ 1,2

To cite: Ochieng CA, 
Richards H, Zahra J, et al.  
Qualitative documentary 
analysis of guidance on 
information provision and 
consent for the introduction of 
innovative invasive procedures 
including surgeries within 
NHS organisations’ policies in 
England and Wales. BMJ Open 
2022;12:e059228. doi:10.1136/
bmjopen-2021-059228

	► Prepublication history and 
additional supplemental material 
for this paper are available 
online. To view these files, 
please visit the journal online 
(http://dx.doi.org/10.1136/​
bmjopen-2021-059228).

Received 30 November 2021
Accepted 03 August 2022

For numbered affiliations see 
end of article.

Correspondence to
Dr Cynthia A Ochieng;  
​c.​ochieng@​bristol.​ac.​uk

Original research

© Author(s) (or their 
employer(s)) 2022. Re-use 
permitted under CC BY. 
Published by BMJ.

ABSTRACT
Objective  To review guidance, included in written local 
UK National Health Service (NHS) organisation policies, on 
information provision and consent for the introduction of 
new invasive procedures- including surgeries, and devices 
(IPs/Ds).
Design  A qualitative documentary analysis of data on 
patient information provision and consent extracted 
from policies for the introduction of IP/Ds from NHS 
organisations in England and Wales.
Setting  NHS trusts in England and health boards in Wales, 
UK.
Participants  Between December 2017 and July 2018, 
150 acute trusts in England and 7 health boards in Wales 
were approached for their policies for the introduction of 
new IP/Ds. In total, 123 policies were received, 11 did not 
fit the inclusion criteria and a further policy was included 
from a trust website resulting in 113 policies included for 
review.
Results  From the 113 policies, 22 did not include any 
statements on informed consent/information provision 
or lacked guidance on the information to be provided 
to patients and were hence excluded. Consequently, 
91 written local NHS policies were included in the final 
dataset. Within the guidance obtained, variation existed 
on disclosure of the procedure’s novelty, potential risks, 
benefits, uncertainties, alternative treatments and 
surgeon’s experience. Few policies stated that clinicians 
should discuss the existing evidence associated with 
a procedure. Additionally, while the majority of policies 
referred to patients needing written information, this 
was often not mandated and few policies specified the 
information to be included.
Conclusions  Nearly a fifth of all the policies lacked 
guidance on information to be provided to patients. There 
was variability in the policy documents regarding what 

patients should be told about innovative procedures. 
Further research is needed to ascertain the information 
and level of detail appropriate for patients when 
considering innovative procedures. A core information 
set including patients’ and clinicians’ views is required to 
address variability around information provision/consent 
for innovative procedures.

INTRODUCTION
A singular definition of surgical innovation 
is challenging as it can be contextualised 
to different aspects of a procedure.1 This 
may include an entirely novel or modified 
anatomical approach, differences in the use 
of devices and technology or changes to a 
patient group.2 The degree of modification 
from standard procedures that constitutes an 
innovation is also often debated with impli-
cations on the governance required for the 
procedure.2 Innovation in surgery has trans-
formed how clinical care is delivered; new 

STRENGTHS AND LIMITATIONS OF THIS STUDY
	⇒ This is the first study to systematically review guid-
ance within NHS policies on patient information pro-
vision and consent when introducing new invasive 
procedures and devices in England and Wales.

	⇒ The study explores not just the types of information 
included in the policies but also the level of detail.

	⇒ The study cannot ascertain if and how informed 
consent practices are implemented by clinicians 
and/or whether other regulatory processes play a 
role in patient consent.
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surgical techniques and technologies have resulted in 
improved outcomes, shorter recovery times and fewer 
adverse events following surgery.3–5 National guidance 
for good surgical practice advices clinicians intending 
to introduce innovative procedures and/or devices (IP/
Ds) to contact the interventional procedures programme 
at the National Institute for Health and Care Excellence 
(NICE) to find out the novelty status of the procedure or 
to register it and follow local NHS policies for approval 
if not being introduced as an NHS Ethics Committee 
research programme.6 7 The guidance also states that 
clinicians should obtain appropriate training in the 
procedure and participate in ongoing training to develop 
competence as well as support the training of other 
clinicians,6 the guidance however does not specify if the 
surgeons should report on their experience. Additionally, 
the guidance states that clinicians should contribute to 
the evaluation of the IP/Ds by reviewing progress and 
auditing outcomes and ensure devices are certified and 
comply with European standards and that patients are 
informed of the newness of the procedure as well as asso-
ciated alternatives.6

Nonetheless, as documented in recent reports, surgical 
innovations are sometimes introduced into clinical prac-
tice without sufficient evaluation and pose unknown risks 
to patients.8 9 Introducing new invasive procedures via 
research pathways helps ensure clinicians comply with 
legal, ethical and scientific standards.10 Despite increasing 
demand for evidence-based practice, new surgical proce-
dures are commonly delivered prior to appropriate evalu-
ation and without research ethics approval.11–15 Working 
in conjunction with NICE, the UK Department of Health 
and Social Care published guidelines for managing 
the introduction of new invasive procedures within the 
NHS.16 17 These are relevant to NHS local ‘new proce-
dures committees/clinical effectiveness committees’.18 
These guidelines included sections on information provi-
sion and obtaining consent from patients particularly 
for procedures introduced outside the remit of research 
protocols; these were distributed to NHS chief executives 
via the Health Service Circular (HSC) in 2003.16

Patient autonomy is considered a cornerstone of 
modern healthcare provision,19 philosophically it is 
argued that respecting personal autonomy stems from 
acknowledging that each person has inherent worth and 
the ability to choose their own destiny.20 Beauchamp 
and Childress20 further explain that for one to exercise 
personal autonomy, they need to be intentional, done with 
understanding and be free from controlling influences 
of others. Respecting this autonomy hence promotes a 
person’s right to hold views and make their own choices 
as well as supporting their capacity to make these deci-
sions.20 Clinicians must work in partnership with patients 
and take their views, goals and circumstances into consid-
eration when establishing best treatment.21 22 Informed 
consent can be seen as a process that fosters patient-
centred decision-making by respecting their right to self-
determination.23 In the context of surgical innovation, 

in terms of ethics, informed consent is complicated 
by trying to communicate challenging aspects like the 
inherent uncertainties within the innovation, surgeon’s 
lack of experience, lack of robust evidence for the proce-
dure and cost implications.24 There is a scarcity of empir-
ical research exploring informed consent in the context 
of surgical innovation, consequently, little is known about 
how innovative surgeries are, or should be, discussed with 
patients.25 When innovations are introduced as part of a 
research study, ethical review processes help ensure that 
patient information is appropriate and includes detail 
of the potential risks and benefits.26 However, when 
procedures are introduced outside the remit of research 
studies, these safeguards regarding patient consent for 
innovative surgeries are not always adhered to.27

While guidelines on consent practices for new tech-
nologies have recently been published,4 there persists 
a paucity of research investigating how these are imple-
mented in clinical practice. The Royal College of 
Surgeons (RCS) guidance state that as part of the consent 
process for treatment, patients need to be told of their 
diagnosis and prognosis, options for treatment including 
no treatment, the purpose, expected benefits and risks of 
the procedure, likelihood of success and potential further 
treatment as well as the clinicians that will be involved in 
the procedure.28 The General Medical Council (GMC) 
guidance also add that patients should be told of the 
uncertainties with the diagnosis and prognosis as well as 
those associated with the treatment options.29 The GMC 
also state that patients need to be told if the treatment 
is innovative.29 Both the RCS and GMC guidance state 
that the patient should be informed by a clinician who 
is trained and qualified to provide the treatment, and 
the RCS advises that clinicians should tell patients their 
experience with the procedure.28–30 According to the 
2003 HSC recommendations, new invasive procedures 
which have not been evaluated or recommended by 
NICE should only be granted approval if special consent 
measures are put in place.16 The GMC has produced guid-
ance stating that patients should be given information in 
their preferred format including written, pictures, audio 
or other media29 and the RCS state that where possible 
written information about diagnosis and treatment 
should be provided to patients.6 The consent is expected 
to be documented in written form in the patients notes as 
well as through written consent forms in the case of inva-
sive procedures.6 29 This guidance, however, is not specific 
for innovative procedures being conducted exclusive of a 
research setting.

Most individual NHS organisations have policies in place 
regarding the introduction of new IP/Ds;18 31 32 however, 
it is unknown what guidance these policies provide about 
information provision to patients undergoing innovative 
procedures. This review aimed to investigate information 
provision and consent measures for the introduction of 
new invasive procedures and devices described in policy 
documents within NHS organisations in England (trusts) 
and Wales (health boards).
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METHODS
Study design
A comprehensive qualitative documentary review of guid-
ance on information provision and consent within NHS 
organisations’ policies for the introduction of IP/Ds 
was undertaken. An IP/D was defined as any procedure 
where access is gained via an incision, natural orifice or 
percutaneous puncture or involving devices used inside 
the body.33 The findings reported here form part of the 
INTRODUCE Study.18 34

Data collection
The first step in the qualitative documentary analysis as 
described by May35 is conceptualising the documents 
appropriate for the study. In this research, written NHS 
policies produced by individual hospitals for the oversight 
of new and modified invasive procedures were the docu-
ments of interest. While it is known that such documents 
frequently exist, to our knowledge they have not been 
previously studied or collated. While NHS organisations 
were asked for their policies and guidance documents for 
innovative, new and modified procedures, we did not give 
them a definition of what these involved because of the 
lack of an agreed national definition. Between December 
2017 and July 2018, all acute trusts in England (n=150) 
and health boards in Wales (n=7) were contacted (via 
email and telephone calls) and requested for their poli-
cies relating to the introduction of an innovative IP/D.18 
Of these, 147 responded and 127 stated that they had the 
requested policies. Of the 127 trusts and health boards, 
4 did not share their policies with the research team. 
Consequently, 123 policies were received of which 11 were 
excluded from the review for: being device management 
policies (n=6), application forms only (n=3), committee 
terms of reference (n=1) and local safety standards for 
invasive procedures (n=1). Further detail on the eligi-
bility criteria has been published in the main protocol.18 
In addition, one policy was obtained online from the trust 
website, resulting in 113 policies available for review.

Data extraction and analysis
The emphasis of the qualitative documentary analysis 
was initially to discover and subsequently describe36 the 
contents of the policies. The next step in the qualitative 
documentary analysis involved iterative reading of the 
policies37 by HR. This can be described as the initial stage 
of the interpretation and is aimed at subdividing the docu-
ment into different broad areas of focus.38 39 For this study, 
there were varied areas of focus all relating to innovative 
procedures, this paper reports on the findings of one of 
these areas—information provision and consent. All text 
relating to information provision and consent practice 
for new procedures and devices was extracted verbatim 
by HR into a data extraction form. The data extraction 
form was iteratively developed through reviewing policy 
documents and previous literature18 and stored on the 
online surveys portal (formerly Bristol online surveys). 
Overall, 20% of the policies were independently reviewed 

and data extraction was conducted by SC, JB, JM, HR and 
JZ. Any disagreements among reviewers were discussed 
and resolved.

Extracted data relating to information provision and 
consent were then imported into NVivo (V.12) by JZ for 
review and analysis using methods derived from content 
analysis40 and thematic synthesis.41 42 This stage is often 
termed the reflective interpretation stage in qualitative 
documentary analysis.38 39 This approach allowed for 
a thematic synthesis to explore the thematic patterns 
and depth of information while also permitting quanti-
fication of their frequencies through content analysis.36 
The extracted data were iteratively read to ensure famil-
iarisation. Following this, coding categories were induc-
tively formulated from reviewing the policies including 
the HSC document as in a grounded theory approach.36 
These coding categories were collated into a thematic 
framework. In total, five coding categories were included 
in the final thematic framework. To ensure this framework 
fully encapsulated the data, it was piloted on a sample of 
policies (15%), by JZ and JM independently before being 
applied to the full dataset. To promote rigour in the data 
analysis, frequent discussions were held with the team to 
discuss and refine the initial findings with reference to 
the raw data. Once the framework had been populated 
with all the data, it was possible to have a clear overview 
of each policy’s data and analysis results on information 
provision and consent. This served as case description38 
from each policy, while also providing numerical frequen-
cies of the policies that contained each theme in the 
framework. The completed framework also permitted the 
comparative analysis38 between different policies high-
lighting similarities and differences among the policies.

Patient and public involvement (PPI)
The review was conducted under the National Institute 
for Health Research (NIHR) Bristol and Weston Biomed-
ical Research Centre (BRC) Surgical Innovation theme, 
which conducts research aimed at improving safety 
and transparent translation of IPs/Ds to clinical prac-
tice. The NIHR Bristol BRC has a dedicated PPI group, 
where previous surgical patients contribute their views 
on different projects. In this study, PPI contributors 
included their views and experiences of the information 
they received or would have wanted to receive before 
and after having innovative surgeries. The PPI group was 
supportive of this study. Our PPI group agreed with the 
methods applied for the review of the policy documents 
as well as the resultant findings.

RESULTS
Policies included
Of the 113 policies reviewed, 7 did not include any state-
ments on informed consent/information provision. Of 
the remaining 106, 15 provided only brief statements 
on informed consent (eg, ‘consent must be obtained’) 
and did not provide any guidance on the content of 
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information to be provided to patients. This highlights 
that 19% (22/113) of all the policies did not include any 
statement on informed consent or lacked guidance on 
information to be provided to patients. Following discus-
sions within the team, these 15 policies were excluded 
from further analysis. In total, text from 91 local NHS 
policies was included in the final dataset (see figure 1).

Findings
Five categories were included in the final thematic frame-
work and grouped into two main themes: statements 
about the information clinicians should disclose about a 
new IP/D being delivered with local NHS policy approval 
and guidance on the use of written information for this 
situation. The findings in each of the five categories from 
the analytic framework are described in detail below. Very 
few policies included guidance on all of the five catego-
ries identified (n=14, see online supplemental appendix 
1).

Statements specifying what information clinicians should 
disclose prior to delivering an IP/D
‘New/special’ status of an IP/D
Of the final 91 policies reviewed, 73 (80%) policies stipu-
lated that clinicians should discuss the novelty of a proce-
dure with patients; however, the terminology used within 
policies varied. In total, 48 (53%) stated the ‘special 
status’ (n=44) or ‘status’ (n=4) of a procedure should 
be disclosed. This terminology mirrored that used in the 
HSC document distributed in 200316:

All patients offered the procedure are made aware of 
the special status of the procedure.

Of the remaining policies, 20 (22%) used the term 
‘new’ and 5 (5%) included statements that used both 
‘new’ and ‘special status’. Notably, only one policy stated 
clinicians should explain whether the procedure was ‘new 
to the trust’ or ‘completely new’:

An explanation must be given to the patient as to 
whether the new technique / procedure is either new 
to the Trust but established elsewhere, or, is a com-
pletely new technique / procedure. Policy 81

Three (3%) policies provided guidance on how long 
clinicians should consider a procedure as new and intro-
duce it to patients as such, however, guidance varied 
between policies. Specific recommendations were 
that: (1) standard consent processes should be applied 
following a successful audit of the procedure, (2) clini-
cians should review their results and decide when a proce-
dure is an established part of practice and (3) procedures 
should be introduced as ‘new’ to the first five patients.

Uncertainty, evidence, risks and benefits of a procedure
In total, 58 (64%) policies stated that clinicians should 
discuss uncertainties surrounding safety and efficacy 
and/or risks and benefits. Of these, 40 (44%) included 
an extract from the HSC document16:

Patients need to understand that the procedure’s 
safety and efficacy is uncertain and be informed 
about the anticipated benefits and possible adverse 
effects of the procedure.

In total, 12 (13%) of the remaining policies simply 
stated that patients need to be ‘informed’ that some 
uncertainty existed for a procedure.

Five policies provided more comprehensive guidelines 
for clinicians to follow when discussing uncertainty. For 
example, one policy stated that the frequency of proce-
dure complications should also be disclosed:

The most important consideration is that patients (or 
their parents or carers, when appropriate) should be 
informed and should understand the risks when of-
fered the procedure. This always means telling them 
the known risks, but in addition it may mean telling 
them that there is uncertainty about the frequency 
(risk) of complications – in particular uncommon 
and serious ones. Policy 153

Crucially, very few policies (n=3, 3%) stated that clini-
cians should discuss the evidence or lack thereof associ-
ated with a procedure.

Alternative treatments
In total, 61 (67%) policies included guidance on 
discussing alternative treatments, the majority of which 
(n=45, 49%) used text extracted from the HSC document, 
which stated that patients need to “be informed about…
alternatives, including no treatment”.16 The remaining 16 
policies used other synonymous language to communi-
cate the same, for example:

All alternative options for managing a condition must 
be described including refusing all treatment. Policy 
3

In total, 7 (8%) policies provided further guidance on 
providing information about alternative treatments. Of 

 

Policies received (n=113) 

No statement on informed 
consent/information 
provision (n=7) 

Policies for data extraction (n=106) 

Only brief statements/no 
guidance on information to 
be provided to patients 
(n=15) 

Policies analysed (n=91) 

Figure 1  Flowchart of policy documents reviewed.
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these, 3 (3%) stated that patients should be given the 
comparative risks and benefits of alternative treatments, 2 
(2%) outlined that ‘established’ treatment options must 
be discussed with patients and 2 (2%) specified that treat-
ments available elsewhere should also be discussed:

Patients must be told what alternative treatments are 
available and what the risks and outcomes are for 
those treatments, both at this Trust and elsewhere. 
Policy 134

Surgeon’s experience with the procedure
In total, 57 (63%) policies stated that clinicians should 
disclose their experience of performing the procedure. 
Of these, 44 (48%) stated that patients must be made 
aware of ‘the lack of experience of its (IP/D) use’—a 
statement identical to that used in the HSC document.16 
Of the remaining 13 (14%) policies, 3 (3%) stated that 
local (ie, within trust) experiences should be discussed, 
5 (5%) specifically stated that clinicians should discuss 
their personal experience with the procedure and 5 (5%) 
stated both personal and local experience should be 
discussed. Of the 91 policies, only 4 (4%) stipulated that 
training related to the procedure and/or any supervision 
(ie, proctors) should be disclosed to patients:

Valid consent must include an understanding that 
the procedure is new, that the practitioner is relative-
ly inexperienced in the technique but (as appropri-
ate) either well supervised or well trained. Policy 128

Guidance on the use of written information
In total, 67 (74%) policies included guidance regarding 
the use of written information for patients. Statements, 
such as the “proposal should include where relevant…a 
patient information leaflet” and “clinicians should 
consider providing written patient information”, were 
common throughout many policies.

Although such statements suggested that clinicians 
should provide written patient information, it was 
unclear whether this was a mandatory stipulation. Only 
30 included explicit instructions that written information 
must be provided to patients (eg, “there must be written 
patient information” and “patients must be made aware 
in writing”). In total, 10 (11%) also specified that written 
information would be subjected to an internal review 
before being approved:

The [local NHS committee] will not consider the new 
interventional procedure unless an adequate draft 
PIL accompanies the application. The PIL will need 
to be approved by the divisional patient information 
readership panel. Policy 55

Of the 67 policies that referenced written information, 
only 19 (21%) included guidance on the content that 
should be included. Of these, the specified contents of 
the written information (and associated number of poli-
cies) were: evidence (n=1), surgeon’s experience (n=3), 

special status/novelty (n=9), NICE status (n=4), alter-
native treatments (n=5) and potential risks and benefits 
(n=11), see online supplemental appendix 2.

An example of a more comprehensive statement is 
provided below, which specified that written information 
must include the NICE status, potential risks and bene-
fits and alternative treatments to the IP/D. However, no 
singular policy specified that all the components listed 
above should be included in the written information.

The information must include the safety and efficacy 
of the procedure, whether or not it has been favour-
ably assessed by NICE and the risks, benefits and al-
ternatives of the procedure. Policy 102

DISCUSSION
This is the first study to investigate guidance included in 
local written NHS policies on information provision and 
informed consent for patients being offered new IP/Ds in 
NHS hospitals (which are not part of a research protocol). 
Interestingly, nearly a fifth (22/113) of all the policies did 
not include any statement on informed consent or lacked 
guidance on information to be provided to patients. 
Where guidance was provided, there was variation across 
policies’ regarding disclosure of the novel status of a 
procedure, potential risks and benefits (and uncertain-
ties), alternative treatments and surgeon’s experience. We 
also found that while the majority of policies referred to 
patients receiving written information, this was often not 
a mandatory requirement and many policies did not state 
what information should be included. This highlights 
the considerable variation in NHS organisations’ guid-
ance for information provision and informed consent for 
innovative IP/Ds. Additionally, many policies had similar 
wording to the HSC guidance document16 pointing to the 
intertextuality often found in bureaucratised documents 
where texts may appear similar and cross-referencing is 
not uncommon.37 It can be postulated that many of the 
polices we received had been formulated based on the 
HSC guidance document,16 any bid to update the policies 
may require the issuance of a similar guidance through 
the HSC to NHS organisations.

Written patient information provided prior to surgery is 
crucial to improving patients’ understanding of surgery43 
and is recommended in guidance by RCS4 as well as NICE.44 
Fundamentally, informed consent should be an exercise 
of patient autonomy by ensuring that patients understand 
the procedure and its implications as well as being free 
of any controlling influences.20 The General Medical 
Council (GMC) and NICE further outline that patients 
should be given information in a format they prefer 
including written, audio, translated, through pictures or 
online.22 44 Our findings demonstrate the absence of a 
mandatory requirement for specific written information 
when patients are being offered innovative procedures 
which could lead to patients lacking appropriate informa-
tion and affect their ability to exercise informed consent. 
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The inability to exercise informed consent philosophically 
contravenes the autonomy of the patient and in so doing 
impacts on their power and positioning within the clin-
ical decision-making process.20 Documenting the consent 
in consent forms before a patient undergoes an invasive 
procedure is usual practice. The RCS cautions that the 
consent process should be more than just form filling, 
their guidance on good surgical practice highlight that it 
should be informed decision-making supported by clarity 
in explanation of the diagnosis, prognosis and available 
procedures.6 Their guidance also states that the consent 
forms should be completed at the end of the discus-
sion, stored in the patient notes alongside a description 
therein of the discussions had and reaffirmed on the day 
of the procedure.6 The RCS and GMC guidance, however, 
provide limited advice on informed consent for innova-
tive procedures. This is the subject of ongoing research 
at the Bristol BRC.

Regarding the content of the information provided, 
the GMC asserts that patients must be told the nature of 
their treatment option, including whether it is an inno-
vative option.22 While our findings demonstrate that the 
majority of policies stated that the ‘special status’ of the 
procedure needs to be disclosed to patients, it is possible 
that this disclosure does not explicitly reveal the novelty 
of the procedure. Additionally, only 3 (3%) policies iden-
tified how long the procedures could be considered new 
or possessing a special status, resulting in ambiguity as 
to the length of time patients needed to be told about 
the procedure’s newness. Standardising the length of 
time for which IP/Ds should be considered innovative is 
unpragmatic because different procedures and devices 
require different times, data and length of experience to 
move from the novel status to standard care.45 According 
to the IDEAL framework, surgical innovation can be 
divided into four main stages: innovation, development 
and exploration, assessment, and long-term implemen-
tation and monitoring with each stage requiring its own 
unique time.45 The point at which the IP/D is no longer 
an innovation is therefore more of a conceptual exercise 
at the long-term implementation stage of the innovation. 
At that point, the procedure is a part of routine practice 
and special consent relating to innovative procedures is 
no longer considered to be needed.45 In view of these 
difficulties, it is considered that magnitude of risk and 
unknown risk is a more important way of defining ‘inno-
vation’ or something that differs from routine practice.1 
The GMC also states that potential risks, benefits and 
uncertainties should be discussed with patients.22 This is 
also reiterated in the NICE guidelines for shared decision-
making, outlining that clinicians should openly discuss 
the risks, benefits and consequences of treatment choices 
with patients44 as has debates in other clinical forums.24 
Although some of the policies examined highlighted 
the need to discuss risks, benefits and uncertainties with 
patients, only 3 (3%) stated that clinicians should discuss 
the evidence associated with the procedure. This was a 
notable omission across most of the policies given that 

discussion of evidence is an element of informed consent 
identified as important within multiple guidelines.4 22 46

Previous research has demonstrated that clinicians find 
discussing innovation with their patients challenging.25 
The absence of detail within local written NHS policies 
is likely to exacerbate this issue and highlights the need 
for more comprehensive and standardised guidelines. 
Such guidance could help support clinicians in openly 
discussing innovative surgery with patients. The basis for 
the amount of detail or depth of information to share 
with patients has been debated previously, with sugges-
tions including: detail that a typical physician would 
share, detail that an average patient would understand 
and bespoke detail for individual patients.47 In the UK, 
the expectation is for clinicians to tailor the information 
to individual patients, taking into consideration the indi-
vidual patient’s values and desires.48 Previous research 
has demonstrated that clinicians’ opinions on what 
information is important and how much information to 
provide to patients can be varied, when offering innova-
tive surgery,49 50 a phenomenon that can lead to gaps in 
patient information provision.

It has been postulated that informed consent in refer-
ence to surgical innovation (within neurology) needs 
to include discussions on novelty, risk/benefit ratio, 
surgeon’s experience, potential conflicts of interest, 
alternatives to the innovative procedure and knowledge 
or lack thereof of the long-term outcomes.51 Whether 
clinicians are required to declare conflict of interest 
when offering patients innovative procedures is a subject 
of debate. Guidance from the GMC state that if rele-
vant, clinicians should inform patients of any conflicts of 
interest that they or their organisation may have.29 While 
financial conflicts are expected to be made explicit, 
there is less guidance about declaring other conflicts of 
interest.52 This is pertinent to innovation where personal 
prestige can be a relevant factor. The ongoing research 
at the Bristol BRC is exploring these issues with the aim 
of making recommendations to improve transparency. 
However, our findings highlight that the policies used 
across all clinical departments contain variable guidance 
across NHS organisations, this could lead to uncertainty 
on what exactly patients need to be told before, during 
and after undergoing innovative invasive procedures. 
While our study identified different types of informa-
tion to share with patients, further research is needed 
to ascertain which types of information and what level 
of detail would be appropriate and helpful to patients 
when considering innovative procedures. Of particular 
interest would be the development of a core information 
set which is the minimum information to be given by a 
clinician in all consultations for a particular operation53 
and in this case within the context of innovative invasive 
procedures.53 54

A major strength of this study is that it has sought 
to systematically evaluate guidance on patient infor-
mation and consent in local written NHS policies on 
introducing new IP/Ds in England and Wales. To date, 
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very few studies have conducted research on informed 
consent in the context of surgical innovation, and to our 
knowledge, none have explored local written NHS poli-
cies. Our study highlights the absence of and the vari-
ability in guidance, therefore raising concerns about the 
information patients might receive. Adequate informa-
tion provision to patients constitutes part of the gover-
nance for the introduction of new invasive procedures; 
this is needed not only to protect patients from ineffec-
tive and potentially harmful surgeries but also to uphold 
their autonomy in the decision-making for treatment 
which is a key element of biomedical ethics.20 A limita-
tion of this study is that we cannot ascertain from the 
current findings if and how informed consent practices 
are implemented by clinicians, whether they know about 
these policies and whether other regulatory processes 
within NHS organisations play a role in patient consent. 
Additionally, while our findings provide an overview of 
governance systems used across NHS organisations, it is 
important to note that a few of the NHS organisations 
approached did not respond to our request for policy 
documents (n=9, 5%). Of those that responded, there 
is the potential that not all relevant documents (such 
as explanatoryappendices) were shared with us. These 
documents may have provided further information 
on informed consent that could have implications on 
our findings. Based on our findings, we postulate that 
comprehensive and standardised guidelines on infor-
mation provision and consent for innovative IP/Ds 
could facilitate discussions and provide clarity to clini-
cians regarding the types of information and the level 
of detail to disclose to patients. This could enhance 
patients’ understanding and facilitate their decision-
making based on robust informed consent.
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Supplementary file 

Appendix  1 information to tell patients about new IP/Ds 

Policy 

number 

Newness or 

special status 

(N=73, 80%) 

Referenced PIL or 

written information 

(N=68, 75%) 

Alternative 

treatments 

(N=61, 67%) 

Uncertainty 

regarding procedure 

(N=57, 63%) 

Surgeon’s 

experience 

(N=57, 63%) 

Mandated 

PIL 

 (N=30, 33%) 

Total 

 

 

14 Yes Yes Yes Yes Yes Yes 6/6 

19 Yes Yes Yes Yes Yes Yes 6/6 

22 Yes Yes Yes Yes Yes Yes 6/6 

41 Yes Yes Yes Yes Yes Yes 6/6 

49 Yes Yes Yes Yes Yes Yes 6/6 

51 Yes Yes Yes Yes Yes Yes 6/6 

55 Yes Yes Yes Yes Yes Yes 6/6 

58 Yes Yes Yes Yes Yes Yes 6/6 

81 Yes Yes Yes Yes Yes Yes 6/6 

88 Yes Yes Yes Yes Yes Yes 6/6 

95 Yes Yes Yes Yes Yes Yes 6/6 

146 Yes Yes Yes Yes Yes Yes 6/6 

91 Yes Yes Yes Yes Yes Yes 6/6 

13 Yes Yes Yes Yes No Yes 5/6 

21 Yes Yes No Yes Yes Yes 5/6 

26 Yes Yes Yes Yes Yes No 5/6 

38 Yes Yes Yes Yes Yes No 5/6 

39 Yes Yes Yes No Yes Yes 5/6 

50 Yes Yes Yes Yes No Yes 5/6 

54 Yes Yes Yes Yes Yes No 5/6 

56 Yes Yes Yes Yes Yes No 5/6 

65 Yes Yes No Yes Yes Yes 5/6 

76 Yes Yes Yes Yes Yes No 5/6 

105 Yes Yes Yes Yes Yes No 5/6 
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110 Yes Yes Yes Yes Yes No 5/6 

118 Yes Yes Yes Yes Yes No 5/6 

122 Yes Yes Yes Yes Yes No 5/6 

126 Yes Yes Yes Yes Yes No 5/6 

132 Yes Yes Yes Yes Yes No 5/6 

150 Yes Yes Yes Yes Yes No 5/6 

153 Yes Yes Yes Yes Yes No 5/6 

12 Yes Yes Yes yes Yes No 5/6 

3 No Yes Yes Yes No Yes 4/6 

4 Yes Yes Yes Yes No No 4/6 

7 Yes Yes No No Yes Yes 4/6 

10 Yes No Yes Yes Yes No 4/6 

18 Yes No Yes Yes Yes No 4/6 

32 Yes No Yes Yes Yes No 4/6 

42 Yes No Yes Yes Yes No 4/6 

43 Yes Yes No Yes Yes No 4/6 

48 Yes No Yes Yes Yes No 4/6 

57 Yes Yes Yes No No Yes 4/6 

63 Yes No Yes Yes Yes No 4/6 

71 Yes No Yes Yes Yes No 4/6 

82 Yes No Yes Yes Yes No 4/6 

84 Yes Yes Yes Yes No No 4/6 

92 Yes Yes Yes Yes No No 4/6 

104 Yes No Yes Yes Yes No 4/6 

107 Yes No Yes Yes Yes No 4/6 

113 Yes No Yes Yes Yes No 4/6 

125 Yes No Yes Yes Yes No 4/6 

127 Yes No Yes Yes Yes No 4/6 

128 Yes Yes No Yes Yes No 4/6 

138 Yes Yes Yes Yes No No 4/6 
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2 No Yes No Yes No Yes 3/6 

15 Yes Yes No No Yes No 3/6 

25 Yes Yes Yes No No No 3/6 

33 Yes Yes Yes No No No 3/6 

37 Yes Yes No No Yes No 3/6 

53 Yes No Yes Yes No No 3/6 

83 Yes No Yes Yes No No 3/6 

100 Yes Yes No No No Yes 3/6 

121 Yes Yes No No Yes No 3/6 

123 Yes No Yes Yes No No 3/6 

124 Yes No Yes Yes No No 3/6 

130 Yes Yes No No Yes No 3/6 

137 Yes Yes No No No Yes 3/6 

148 No Yes Yes No Yes No 3/6 

154 No Yes No No Yes Yes 3/6 

156 Yes Yes No No No Yes 3/6 

1 Yes No No No Yes No 2/6 

23 No Yes No No No Yes 2/6 

30 No Yes No No No Yes 2/6 

36 Yes No Yes No No No 2/6 

52 No Yes No No No Yes 2/6 

59 Yes No No No Yes No 2/6 

60 Yes Yes No No No No 2/6 

64 No Yes No No Yes No 2/6 

70 Yes No No No Yes No 2/6 

80 Yes No No Yes No No 2/6 

94 No No Yes Yes No No 2/6 

96 No Yes Yes No No No 2/6 

102 No Yes Yes No No No 2/6 

131 Yes Yes No No No No 2/6 
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134 No No Yes No Yes No 2/6 

147 No Yes No No No Yes 2/6 

34 No Yes No No No No 1/6 

61 No Yes No No No No 1/6 

68 No Yes No No No No 1/6 

109 No Yes No No No No 1/6 

139 No Yes No No No No 1/6 

 

 

Appendix 2. Recommendation for information to be included in written patient information sheets  

Policy  

Number 

cc Alternative 

Treatments 

(N=5, 26%) 

NICE Status 

(N=4, 21%) 

Special 

status/newness 

(N=9, 47%) 

Surgeon’s 

Experience 

(N=3, 16%) 

Evidence 

(N=1, 5%) 

Total 

52 Yes Yes Yes No No No 3/6 

55 No No No Yes Yes Yes 3/6 

102 Yes Yes Yes No No No 3/6 

3 Yes Yes No No No No 2/6 

12 No No Yes Yes No No 2/6 

41 Yes No No Yes No No 2/6 

49 Yes No No Yes No No 2/6 

51 No No No Yes Yes No 2/6 

88 No No No Yes Yes No 2/6 

92 Yes Yes No No No No 2/6 

137 Yes No No Yes No No 2/6 

13 No No No Yes No No 1/6 

25 No No No Yes No No 1/6 

30 No No Yes No No No 1/6 

50 Yes No No No No No 1/6 

65 No Yes No No No No 1/6 
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109 Yes No No No No No 1/6 

147 Yes No No No No No 1/6 

156 Yes No No No No No 1/6 
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