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Abstract

Background: Axillary node clearance is the current standard of care in patients with node-positive breast cancer undergoing primary
surgery, despite a lack of evidence to demonstrate survival benefit and high rates of life-changing morbidity. Targeted axillary
dissection (TAD) may be a safe alternative to axillary node clearance, but there is no agreement how primary TAD should be
performed. TADPOLE-TOGETHER aimed to use international consensus methods to agree the key components of primary TAD to
promote standardized introduction and evaluation of the technique within the TADPOLE trial.

Methods: A scoping review and key stakeholder interviews were used to generate a longlist of possible procedure steps for inclusion in
the Delphi questionnaire. Two rounds of an international online survey were then used to agree the mandatory, optional, and
prohibited steps of TAD, together with any standardization and training required. The final approach to primary TAD was agreed at
an online consensus meeting.

Results: Thirteen potential steps of a TAD procedure were identified from the literature and expert interviews, together with
information regarding standardization and training. Some 244 surgeons with global representation participated in the Round 1
survey, of whom 161 (66.0%) participated in Round 2. Seven mandatory steps of primary TAD, including localization and removal of
the involved node, combined with a sentinel node biopsy, were agreed upon and ratified by 42 surgeons from the UK, Europe, and
Asia who attended the consensus meeting.

Conclusion: Robust international consensus methods have been used to agree how primary TAD should be performed, promoting safe
and transparent introduction and evaluation of the technique.
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Introduction

In the UK, the National Institute of Health and Care Excellence
currently recommends axillary node clearance (ANC) for all
patients with node-positive breast cancer undergoing primary
surgery’. This highly morbid procedure is recommended to
improve local disease control and reduce the risk of breast cancer
recurrence, but there is no evidence that ANC improves breast
cancer survival, especially in patients with low-volume nodal
disease’!’. However, one in three patients will experience
lifelong complications after ANC, such as lymphoedema (20%)"?,
chronic pain (20%)**, or problems with shoulder function, that
will significantly affect their long-term quality of life.

Targeted axillary dissection (TAD) is a newer, less invasive
technique that may represent a safe alternative to ANC'. In the
UK and North America, TAD is already recommended in
patients with node-positive breast cancer who have a complete
response to neoadjuvant systemic therapy (NST)**>'€, and it may
have utility in the primary surgery setting. Targeted removal of
the involved lymph node(s) effectively addresses concerns
regarding false-negative rates when sentinel node biopsy (SNB)
alone is performed in patients with node-positive disease
because it ensures the biopsy-proven involved node is removed
and facilitates accurate axillary staging to guide adjuvant
treatment decision-making'’~?°. However, high-quality evidence
from robust randomized clinical trials will be essential to
support the introduction of TAD in the primary surgery setting.

The TADPOLE (Targeted Axillary Dissection versus Axillary
Node Clearance in Patients With Positive Axillary Lymph Nodes
in Early Breast Cancer) study is a large-scale multicentre,
pragmatic, phase III randomized clinical trial that aims to
compare the clinical and cost-effectiveness of TAD and ANC in
patients with low-volume node-positive breast cancer having
primary surgery. TADPOLE will initially open in the UK in 2025,
with plans to open international sites in 2026. However,
although TAD in patients undergoing primary surgery (termed
primary TAD) is currently offered in a minority of UK centres
(~15%), it is not routinely performed®’, and a recent scoping
review?? suggests considerable heterogeneity in how TAD is
performed in the neoadjuvant setting.

Therefore, before the TADPOLE trial can commence, it is
essential to agree the component steps of primary TAD, whether
any of these steps should be performed in a standardized way,
and what specific training/experience surgeons wishing to
participate in the trial may need. This will form the basis of
embedded surgical quality assurance (SQA)®* processes within
TADPOLE that will ensure that TAD is introduced in a safe and
standardized way, is performed consistently in the trial, and can
be replicated in wider clinical practice should it be found to be
effective. Defining both axillary procedures a priori will ensure
that TAD and ANC are compared fairly, and the fidelity of both
procedures can be effectively monitored as the trial progresses,
giving surgeons confidence that axillary surgery in TADPOLE is
performed as intended. This will optimize the credibility and
acceptability of the trial findings, address many of the
challenges of previous surgical trials?®?* and increase the
likelihood that TADPOLE will be practice changing. It is
anticipated that using consensus methods to agree how primary
TAD should be performed will optimize ownership of the
procedure among the breast surgical community and promote
engagement and participation in the trial.

Therefore, TADPOLE-TOGETHER aimed to use robust
international consensus methods to agree how primary TAD
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Fig. 1 TADPOLE-TOGETHER study flow diagram
TAD, targeted axillary dissection; NST, neoadjuvant systemic therapy.

should be performed to support the safe and transparent
introduction and evaluation of the technique in the TADPOLE
trial.

Methods

The TADPOLE-TOGETHER project had three phases: phase 1,
identification of a comprehensive longlist of potential TAD
procedural steps for inclusion in the questionnaire; phase 2, two
rounds of an international online Delphi survey with breast
cancer surgeons to agree on the mandatory/prohibited steps of a
TAD procedure and any standardization and/or training
required; and phase 3, an online consensus meeting with expert
surgeons to agree and ratify how primary TAD should be
performed (Fig. 1). The protocol has been published previously??,
and full ethics approval for the project was obtained from the
University of Bristol Faculty of Health Sciences Research Ethics
Committee (Reference 20773).

Phase 1: questionnaire development

Generation of a comprehensive list of procedural steps and
concomitant interventions for inclusion in the Delphi
questionnaire

A scoping review of primary research studies reporting the
introduction and/or evaluation of TAD performed in patients
after NST was used to identify potential procedural steps for
inclusion in the Delphi survey®?. TAD following NST was chosen
because preliminary scoping work failed to identify any research
studies reporting TAD performed in patients undergoing
primary surgery, and it was considered that the technical steps
of a TAD in both settings should be broadly comparable.

Medline and EMBASE were searched from inception up to and
including 19 August 2024 using a search strategy developed in
collaboration with an expert librarian that included the terms
(‘tailored axillary surgery’ OR ‘targeted axillary dissection’ OR
‘selected surgical localization’ OR ‘targeted axillary sampling’
OR ‘targeted axillary surgery’ OR ‘MARI’ (marking axillary lymph
nodes with radioactive iodine seeds) OR ‘RISAS’ (Radioactive
Iodine Seed localization in the Axilla with the Sentinel node
procedure) AND (‘neoadjuvant’). Snowball searching was used
to identify any additional relevant papers from the reference
lists of identified studies. All primary research studies,
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published in full, in English, were included and any reported
technical step of the procedure was extracted verbatim,
together with information regarding the standardization of the
procedure and/or training required before performing the
technique. Extracted data were categorised using content
analysis®® by the review team (RM, SP, SAMCcl).

Focused interviews with a small group of TAD champions,
individuals with expertise in performing primary TAD and/or
the introduction and evaluation of novel surgical techniques
(HC, EStJ, JH, PB, KF), were used to identify additional relevant
procedural steps or considerations when performing primary
TAD to ensure the comprehensiveness of the longlist.

Delphi survey development

Following review of the longlist and after discussions with the
TAD champions, the decision was made to divide the
questionnaire into five sections:

e a list of possible procedure steps of primary TAD to be
categorised as mandatory (that is, the step must be
performed as a component of all primary TAD procedures),
optional (that is, performed according to surgeon
preference/flexibly), or prohibited (the step must not be
performed as part of a primary TAD procedure?®)
follow-up questions in which respondents were asked how
essential it would be to standardize each step on a
nine-point Likert scale from 1 (not essential) to 9
(absolutely essential) based on the Grading of
Recommendations  Assessment, Development and
Evaluation (GRADE) scale’’ and the proposed approach to
standardization informed by the scoping review
questions regarding the management of difficult situations
that may be encountered when performing a primary TAD,
and
for the purposes of the TADPOLE trial, what operative details
it would be essential to collect to monitor procedure fidelity
in the trial using the nine-point Likert scale described above
e what experience and/or training surgeons who had not
performed TAD before would require before starting to
perform the procedure.

Respondents were also asked to classify the possible technical
steps of an ANC as mandatory, optional, and prohibited to ensure
this procedure was also performed consistently within the trial.

Each step was formatted into a questionnaire item. The draft
survey was reviewed by the steering group and piloted with a
small group of breast surgeons before launch to ensure face and
content validity.

Phase 2: international Delphi survey

Sequential rounds of an international online Delphi survey
followed by a consensus meeting were used to agree how
primary TAD and ANC should be performed.

Sampling and recruitment

Consultant, attending, or equivalent-level surgeons with
independent practice and senior trainees (defined as those with
a Certificate of Completion of Training (CCT) or within 12
months of their CCT date or equivalent) who routinely treated
patients with breast cancer and performed axillary surgery
worldwide were invited to participate in the online Delphi
survey. The survey was circulated widely through the

professional associations, networks, and social media by
steering group members.

Delphi survey rounds

Participants completed two sequential survey rounds. Round 1
was open between 16 October 2024 and 18 November 2024 and
Round 2 was open between 3 and 24 December 2024. The survey
was administered online using REDCap?® data capture software
to facilitate international participation. All participants in
Round 1 were invited to participate in Round 2. In Round 2, all
questions were accompanied by anonymized feedback about
how that item was scored in Round 1, with the aim of promoting
consensus across groups whose views may differ’* . Feedback
included the participant’s own score from Round 1, together
with summary scores from all respondents reporting experience
of performing TAD completing Round 1. All items were retained
between rounds to allow respondents the opportunity to rescore
each item in light of the feedback received.

Analysis
Simple descriptive statistics were used to summarize respondent
demographics in each round.

Following Round 2, the proportion of respondents reporting
experience of performing TAD scoring each procedure component
as mandatory, optional, or prohibited was calculated, together
with the proportions of respondents scoring each standardization
item as not essential (scores 1-3), equivocal (scores 4-6), and
essential (scores 7-9). The proportions of respondents selecting
each standardization method, management strategy, and training
requirement were summarized.

Consensus was defined a priori as > 70% of respondents
expressing agreement regarding mandatory/prohibited steps
and other categorical variables. Consensus for standardization
and reporting items was defined as > 70% respondents scoring
the item very important (7-9), consistent with definitions used
in other consensus studies®*™*, Stata V18 (StataCorp, College
Station, TX, USA) was used for all analyses.

Attrition

Participant attrition between rounds was monitored and, to
optimize participation, regular automatic reminder e-mails were
sent to Round 1 participants who had not completed or had only
partially completed the Round 2 survey.

Phase 3: final consensus meeting

The final phase, an online consensus meeting, was held on 20
January 2025. This was initially planned as a face-to-face
meeting but converted to a virtual event to facilitate broader
engagement and international participation. Surgeons who
participated in the Delphi survey and who expressed an interest
in attending the consensus meeting were invited to take part.
The meeting was facilitated by an independent chair (KC), who
encouraged all participants to express their views. All
participants were sent a meeting pack before the event that
summarized the results of the Delphi survey section by section,
with a summary of where consensus had already been achieved
and the areas of no consensus where discussion and voting at
the meeting would be required.

At the consensus meeting, a summary of the study and
consensus process was presented, together with a presentation
and discussion of one centre’s experience of introducing
primary TAD in practice led by one of the TAD champions (HC)
for context. The results of each section of the Delphi survey
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were then discussed in turn, with presentation of consensus in/
out items initially and, if disagreements were voiced, a brief
facilitated discussion. No consensus items were then presented
and discussed. Rounds of anonymous voting using Zoom polls
were used to ratify consensus in/out decisions based on Delphi
results and establish consensus following discussion for the no
consensus items from the Delphi survey.

Sample size

There is no standard sample size for consensus processes, so the
aim was to ensure broad international representation from
surgeons with experience performing axillary surgery in
patients with breast cancer. It was anticipated that 100-150
surgeons would participate in the Delphi survey and 20-25
would attend the consensus meeting.

Results

Phase 1: questionnaire development

Thirteen potential steps of a TAD procedure were identified from
the scoping review and expert opinion, together with 11 possible
areas where the TAD procedure could be standardized and 10
potential data points that could be collected on case report
forms to allow monitoring of procedure fidelity within the future
TADPOLE trial. The scoping review identified five difficult
situations that may be encountered when performing TAD, and
four possible approaches to surgeon credentialing (experience
with the procedure and/or training) were devised based on the
literature and expert opinion. Items within each section were
operationalized into survey items for inclusion in the Delphi
survey, a copy of which is provided in Appendix S1.

Phase 2: international Delphi consensus process

In all, 244 surgeons with global representation participated in the
Round 1 Delphi survey (Table 1). Most respondents (200, 82.0%)
were practicing at the consultant level or equivalent, with over
half (124, 50.8%) in the early stages of their consultant career
(< 10 years experience). Almost 80% of respondents (195, 79.9%)
reported having performed at least one TAD procedure, most
commonly in the neoadjuvant setting (133, 54.5%), with just
over 30% (76, 31%) performing primary TAD in selected patients
with low-volume nodal disease and a smaller proportion (37,
15%) reporting performing primary TAD in all patients in this
group.

In all, 161 (66.0%) Round 1 participants took part in Round
2. Overall, respondent demographics were similar between
rounds, but surgeons with experience performing TADs were
more likely to participate in Round 2 (123 of 151, 66.5%) than
those without TAD experience (28 of 59, 47.5%; P =0.009, y* test;
Table 1).

Following Round 2, consensus was achieved regarding all
mandatory, optional, and prohibited steps of both TAD and ANC
(Tables S1, S2), seven TAD standardization items (Table S1), and
eight case report form items (Table S3). Consensus was also
achieved on the management of two of the five difficult
situations (Table S4) and two of the four training/experience
requirements (Table S5). The remaining items were carried
forward for discussion and voting at the consensus meeting.

Phase 3: consensus meeting

Forty-two consultant surgeons with good international
representation (UK: 28, 66.7%; Europe: 9, 21.4%; Asia: 5, 11.9%)
and experience performing TAD attended the online consensus

Table 1 Delphi participant demographics

Round Round
1(n=244) 2(n=161)
Grade
Consultant/attending surgeon or 200 (82%) 136 (85%)
equivalent
Senior trainee (within 1 year of CCT 25 (10%) 15 (9%)
or post-CCT)
Associate specialist 18 (7%) 9 (6%)
Not reported 1(0%) 0 (0%)
Years experience as consultant/
attending surgeon
<5 52 (21%) 34 (21%)
5-10 72 (30%) 52 (32%)
11-15 31(13%) 19 (12%)
15-20 32(13%) 19 (12%)
>20 41(17%) 28 (17%)
Still in training 15 (6%) 8 (5%)
Not reported 1(0%) 1(1%)
Geographical location
UK 113 (46%) 82 (51%)
Europe 55 (23%) 36 (22%)
North America 4 (2%) 3 (2%)
Australia/New Zealand 3 (1%) 2 (1%)
Africa 12 (5%) 6 (4%)
Asia 44 (18%) 25 (16%)
Other/not stated 13 (5%) 7 (4%)
No. of TAD procedures performed to date
None 46 (19%) 22 (14%)
<10 62 (25%) 38 (24%)
10-20 57 (23%) 46 (29%)
21-50 42 (17%) 30 (19%)
>50 31(13%) 20 (12%)
Not stated 6 (3%) 5 (3%)

Local unit practice of TAD*

Yes—in the neoadjuvant setting

Yes—in all patients with low-volume
nodal disease (cNO, 1-2 involved nodes
on USS) having primary surgery

Yes, in selected patients with
low-volume nodal disease having
primary surgery

Not performing TAD in my practice
currently

133 (55%)
37 (15%)

102 (63%)
21 (13%)

76 (31%) 47 (29%)

59 (24%) 29 (18%)

Values are n (%). *More than one option could be ticked. CCT, Certificate of
Completion of Training or equivalent; TAD, targeted axillary dissection; USS,
ultrasound scan.

meeting. Following discussion and rounds of voting, consensus
was reached on how component steps of TAD should be
standardized (Table 2), which reporting items on case report
forms were essential to effectively monitor procedure fidelity in
the future TADPOLE trial (Table S3), and how difficult situations
that may be encountered when performing TAD should be
managed (Table 3). Although there was broad agreement that
there should be no mandated minimum number of nodes that
should be removed during primary TAD, during discussions the
importance of the ‘denominator’ emerged. Participants
highlighted that it was helpful if one of the lymph nodes
removed during the procedure was clear (uninvolved) on
pathological assessment. Having at least one negative node in
the TAD specimen was important in providing reassurance to
the multidisciplinary team that more extensive residual axillary
disease was unlikely, and further axillary treatment could be
omitted.

Surgeon credentialing (Table 4) was discussed at length.
Meeting participants strongly felt that it should not be
mandatory for surgeons to have either performed TAD in the
NST setting or performed a prespecified number of TAD
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Table 2 Component steps and proposed standardization of a primary TAD procedure

Component steps of a primary TAD Mandatory or Details of how component step is performed Requirement for
prohibited standardization of
component step
The involved lymph node is localized before Mandatory Method for localizing the node As per local unit practice
surgery Timing of localization As per local unit practice
Thereis confirmation that the involved node Mandatory Method for confirming that the involved As per local unit practice
is correctly localized before surgery node has been correctly localized
Timing of confirmation that the involved As per local unit practice
node has been correctly localized
The skin is marked to demonstrate the Optional* How the skin is marked As per local unit practice
position of the localized node before When the skin is marked As per local unit practice
surgery
A sentinel node biopsy is performed as part Mandatory Technique used for sentinel node As per local unit practice
of the primary TAD procedure localization
Lymphoscintography is performed As per local unit practice
Position of the sentinel node localization As per local unit practice
injection in the breast
Sentinel node biopsy is performed before As per local surgeon
removal of the localized node practice
The localized node is removed during the Mandatory Method for intraoperative confirmation of ~ As per local unit practice
TAD procedure removal of the localized involved lymph
node
Removal of the localized node is confirmed Mandatory
during the surgery
All sentinel nodes are removed during the Mandatory All sentinel nodes are removed during the primary TAD procedure
primary TAD procedure
Any palpably abnormal lymph nodes are Mandatory Any palpably abnormal lymph nodes are removed during the primary

removed during the primary TAD
procedure
A specified minimum number of nodes are
removed during primary TAD procedure
The total number of lymph nodes that can
be removed in the TAD group is limited

Non-mandatory

Non-mandatory

TAD procedure

No specified minimum number of nodes to be removed during a primary

TAD procedure

No specified maximum number of nodes that can be removed during a

primary TAD procedure

No additional normal non-sentinel lymph nodes should be removed

during a primary TAD procedure

Additional normal non-sentinel lymph Prohibited
nodes (not including localized and/or
sentinel nodes) are removed
A drain is inserted during the procedure Optional*
Local anaesthetic is used during the Optional*

procedure

As per local unit practice
As per local unit practice

*These (optional) steps can be performed or not performed according to local surgeon preference. TAD, targeted axillary dissection.

procedures before performing primary TAD in the trial. It was
agreed that in addition to engaging with the TADPOLE training,
which will include videos and webinars, surgeons wishing to
start performing TAD for the first time in the TADPOLE trial
should be mentored for their initial cases, and that this
mentorship could be facilitated within the trial team.

Discussion

TADPOLE-TOGETHER has used robust international consensus
methods to agree the technical steps of a primary TAD
procedure and how they should (or should not) be standardized
and monitored in the future TADPOLE trial. Consensus was
achieved on seven mandatory steps, which include localization
and removal of the involved lymph node in combination with an
SNB in which all the sentinel and palpably abnormal nodes are
removed. Confirmation of both correct localization of the
involved node before surgery and removal of the localized node
during surgery are mandatory steps, and intentional removal of
additional normal non-sentinel nodes is prohibited. A very
pragmatic approach was taken to procedure standardization,
with the consensus view that each step should be performed
according to local practice to facilitate widespread participation
across multiple units. There was agreement that no prespecified
minimum number of nodes should be removed as part of a
primary TAD, but the presence of at least one negative node at

histology was desirable to provide reassurance that there were
not significant amounts of residual axillary disease. Consensus
was also achieved regarding the management of difficult
situations that may arise when performing a primary TAD,
giving surgeons confidence to act based on consensus guidelines
should these events occur. Training requirements for surgeons
starting to perform TAD were also agreed upon, with
mentorship for the first cases essential. Standard criteria for
performing an ANC were also agreed. It is anticipated that this
work will promote the standardized introduction and robust
evaluation of primary TAD in the TADPOLE trial supporting
surgeons and protecting patients.

TADPOLE-TOGETHER provides the basis for the SQA within the
TADPOLE trial. Quality assurance is a vital component in surgical
trials because surgery is a complex intervention that is highly
operator  dependent. The  CONSORT  extension  for
non-pharmacological interventions® mandates the reporting of
precise details of both the experimental and comparator
intervention, and how adherence to the interventions was
assessed or enhanced. Agreeing a priori the mandatory and
prohibited steps of both axillary procedures will promote
standardization of both techniques and allow procedure fidelity
to be monitored within the trial. This will give surgeons
confidence that the interventions were delivered as intended
and the results are credible. A consensus-based approach
was specifically chosen to promote engagement and ownership



6 | BJS Open, 2025, Vol. 9, No. 6

Table 3 Consensus-based management of difficult intraoperative situations that may occur when performing a primary TAD

procedure

Situation

Consensus-based management strategy

If the sentinel node localization technique fails (for example, no
blue dye/isotope in the axilla) in a patient undergoing primary
TAD

If the clip/localization device is identified, but it is not in the
involved node in a patient undergoing primary TAD

If the clip/localization device cannot be identified during the
procedure in a patient undergoing primary TAD

If neither the sentinel node(s) nor the localized node can be

Remove the localized involved node and perform a four-node sample
(including any palpably abnormal nodes)

Perform the SNB and remove any palpably abnormal nodes and any
nodes close to the clip/localization device

Perform an SNB, remove any palpably abnormal nodes, and await
histology results (further surgery likely to be needed if no involved
nodes are identified on pathology)

Perform a four-node sample including removal of any palpably

abnormal nodes
Remove the localized node, sentinel node, and any palpably abnormal
nodes and await histology (patient may require further surgery)

identified during the procedure
Intraoperative findings are highly suspicious for unanticipated
extensive disease in a patient randomized to primary TAD

TAD, targeted axillary dissection; SNB, sentinel node biopsy.

became available. It is possible that not all surgeons will agree
with the proposed recommendations despite the use of robust
consensus methods involving over 200 expert surgeons. Therefore,

Table 4 Surgeon experience and training to participate in the
TADPOLE trial

Recommended training and/or experience Consensus widespread engagement of the breast surgical community through
Watched TADPOLE training videos and/or attended Essential both professional associations and via the influential TAD
TADPOLE webinar ) ) ) champions will be essential to optimize the acceptability and
Were familiar with performing TAD in patients Not adoption of the proposed primary TAD technique. Finally,

following neoadjuvant treatment essential . . . .
Had performed a prespecified number of cases Not TADPOLE is a UK-led trial, so the use of 1pternatlonal consensus
essential methods to agree how procedures in the trial should be performed
Are participating in the ATNEC study Not may be questioned. Primary TAD is a novel surgical procedure
o ) essential worldwide and there is no consensus how TAD, even in the NST

Surgeons are mentored for their initial cases if they Essential

setting, should be performed. Engaging the wider international
breast surgical community therefore gives this consensus process
utility beyond the TADPOLE trial by agreeing how TAD should be
performed more broadly. Engagement was achieved successfully
because, although there was limited participation from North
American surgeons, as seen in previous studies*’, there was good
representation from surgeons in the UK, Europe, and Asia. Such
international engagement in the consensus improves the
generalizability of the findings and will support safe and
consistent introduction of the technique worldwide.
TADPOLE-TOGETHER has agreed how a primary TAD will be
performed, and the next step will be to disseminate these
results. The TADPOLE team will now work with the TAD
champions and TADPOLE education lead to develop educational
materials, including videos and webinars, to support surgeons
offering primary TAD within the trial. These resources will be
free to access and will promote the safe and transparent
introduction and evaluation of the technique within the trial and
beyond, including in centres where primary TAD has already
been introduced. The consensus-based recommendations will
form the basis of the TADPOLE surgical manual, which will
accompany the protocol, and the TAD champions will mentor
and support surgeons participating in the trial. This, in
combination with effective monitoring of procedure fidelity, will
ensure that the trial results are credible and meaningful, and, if
positive, TADPOLE will provide practice-changing evidence,
reducing the morbidity associated with axillary surgery in
node-positive breast cancer and improving outcomes for patients.

are performing TAD for the first time*

*Emerged from discussion with expert surgeons at the consensus meeting.
TAD, targeted axillary dissection.

of both the technique and the trial with the breast surgical
community and, although embedding radiotherapy quality
assurance in breast cancer trials is becoming widely accepted®®>®,
this is the first time SQA has been embedded in a breast cancer
surgery trial. This is not surprising because high-quality
examples of how to include SQA in surgical trials are
lacking®*29°_ Failure to include SQA may be one reason why
the results of surgical trials are often not accepted and are
therefore not implemented into practice®®. It is anticipated that
inclusion of robust radiology, surgical, and radiotherapy quality
assurance processes within TADPOLE will optimize the
credibility of the trial results and the likelihood that, if positive,
it is internationally practice changing.

Despite using robust consensus methods, this work has
limitations that require consideration. First, it is possible that not
all aspects of primary TAD have been considered and key issues
with the technique have been overlooked. Robust longlist
development involving a large scoping review and expert surgeon
input before questionnaire development suggests that this is
unlikely. Furthermore, although the consensus meeting was held
online rather than in person, having a highly experienced skilled
facilitator and meeting support to monitor the chat in real time led
to excellent engagement of meeting participants and extremely
productive discussions that elaborated on and contextualised the
survey results. Particular attention was paid to variations in
practice (for example, sentinel node localization techniques) and
ensuring the recommendations were sufficiently flexible and
pragmatic so that they could be widely implemented in practice,
together with attempting to future proof guidance to allow new
devices and/or localization techniques to be used if or when they
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