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IDEAL

Collaboration

A sign of strong character, when once
decision has been made to shut the ear
even to the best counter-arguments.
Occasionally/consistently, therefore, a
will to errors.

Friedrich Nietzsche
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& Surgery and EBM

Collaboration
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IDEAL Framework

A description of the natural history of surgical innovation

A Stage I IDEA
A Stage 2a DEVELOPMENT g4
A Stage 2b EXPLORATION [
A Stage 3 ASSESSMENT
A Stage & LONG TERM MONITORING
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s‘&‘ ldea,Development,Exploration,Assessment,
s
Long-term follow-up

IDEAL

Collaboration

IDEALFamework: describesstages of development of surgiecahovations.

IDEAL Recommendationpropose appropriate methodolognd reporting
of research at each of thestages.

IDEAL Collaboration

Open networkdirected by an international Steering Group of surgeons,
methodologists, statisticians, journal editors and translational experts.

Three main areas of activity:

1) Researclho validate and develop theramework and Recommendations.

2) Educationto spread knowledge of the best research/reporting methods.
3) Advocacyfor initiatives to improve the environment for surgical research

http://www.ideal-collaboration.net/
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Stage 1 Stage 2a Stage 2b Stage 3 Stage 4
IDEA DEVELOPMENT EXPLORATION ASSESSMENT LONG TERM
MONITORING

Initial report G ¢ Ay 1 S NJ Technique now Gaining wide Monitoring late

(rapid iterative  more stable acceptance and rare
Innovation may modification of problems,
be planned, techniqgue and Replication by Considered as changes in use ¢
accidental or indications) others possible quality of
forced replacement for surgical
Small Focus on current performance
Focus on experience from adverse effects treatment
explanation and one centre and potential
description benefits Comparison
Focus on against current
technical details Learning curves best practice
and feasibility  important (RCT if possible’
Definition and
guality
parameters
developed
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IDEAL

IDEAL

== AN INtegrated evaluation pathway
REGISTRATION GFIMAN
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PROSPECTIVE DEVELOPMENT STUDY

4

PROSPECTIVE EXPLORATION STUDY

¥

RCT
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REGISTRY
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Stage 1: IDEA

A Compulsory reporting of all new innovations
on a

A Confidential entry allowed to encourage
reporting of failed innovations. Reduce the
patient harm worldwide

A Hospital orinstitution (IRB}o be informed
separately as a professional duty
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Stage 2a: Development

Detailed description of selection criteria

Detailed technical description

Prospective account of ALL cases consecutively

Clear STANDARDISED definitions of outcomes reported
Description of ALL modifications and when made in series

A Registration of PROTOCOL before study starts

A Allows reader to follow and understand evolution of
technique (and avoid repeating mistakes)

A Reduces reporting bias via complete transparency
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PDS Example:
Development of Roboti©esophagectomy

3.1. Evolution of operative strategy

The first three robotic cases had tumours located at the lower

third or EGJ] and were subjected to transhiatal dissections using the
robot via ports in the abdomen and with a conventional neck
anastomosis. During the whole series we made 7 changes to our
operative policy through experience (see Fig. 3). These were:

1

After case 3, we changed from using robotic to conventional
laparoscopy because of the disadvantages associated with using
the robot in this phase: more difficulty and danger in visceral
manipulation over wide angles and frequent need for staplers,
clipping and sealing devices which are managed by the
assistant.

. Four of the next 6 cases had mid-thoracic lesions and were

scheduled for initial robotic thoracoscopy, conventional lapa-
roscopy and neck anastomosis. However in case 5 the robot was
not available, and we noted that the thoracic nodal dissection
was subjectively easier using conventional thoracoscopic
instrumentation. We therefore reverted to non-robotic thor-
acoscopy in mid-thoracic lesions from case 11 onwards, with
one exception (case 17) when we tried robotic thoracoscopy
again, but had the same experience as before.

. From case 14 onwards we adopted our current RILO technigue

for lower third and junctional tumours, except in cases where
minimally invasive surgery or one-lung ventilation was contra-
indicated.

. From case 18 onwards we routinely used a tube oesophagos-

tomy in cases with neck anastomoses, instead of the nasogastric
probe.

. From case 29 (RILO case 7), after experiencing a second chylo-

thorax, we began to use an en-bloc mediastinal nodal dissection
with clipping of the thoracic duct

. From case 36 we have avoided re-connecting the specimen and

the gastric tube after separation, as this is unnecessary and
consumes time

From case 40 on, for RILO, robot use was limited to the thoracic
anastomosis, mediastinal dissection being carried out by simple
thoracoscopy
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The IDEAL prospective development study format for reporting
surgical innovations. An illustrative case study of robotic
oesophagectomy

Ismael Diez del Val ?, Carlos Loureiro ?, Peter McCulloch ™~

I ez del val et al J Internatonal Joumal of Surgery 19 (2015) 104=111
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IDEAL

Collaboration

Stage 2b Exploration

ProsmeciiveEpiplatbio Stotydy

(collaborative uncontrolled A To evaluate technique

prospective studly prospectively and coperatively
9 [ ERE A To develop a consensus over

definitionof the procedure,
guality standards

A To accumulatelata for power
calculations

To evaluate and monitdearning
curves

A Toevaluatepreferencesind
valuesamongst patients and

-
%5
)

_ IS on thel
questions when applicable

A To plan anulti-centre randomised
trial when applicable
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Prospective Exploration Study
Example: CAPTURE

CAPTURE (Carotid

ACCULINK/ACCUNEASstudy for

physician or site-related variables |

and differentialoutcomes for carotid }L o] Before
/

artery stenting (CAS). } \ !

Plaque

U 180 U.S. hospitaland 459
operators between March 2006
and January 2009

U Focus on physician specialty anc
learning/threshold

U W9 & { ithé éxpedielice and
training requirements for future
trials eliminate unqualified
2 LISNJ (2 NA Q

Restricted Stent in place Normal
blood flow blood flow
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IDEAL

Stage 3: Assessment -
Sungjicdl RRCT h NJ ! f U S'NJ

A Consider blinding

A Standardise Terms IRE A le(D

A UsePESlata to decide; A Feasibility trials(?) _
A Power calculations A Steppedwedge design
A Definition of intervention .
AAOUaly med B A Controlled interrupted
A Learning curve eligibility time series

A Deal with preferences
A Expertisebased trials
A Qualitative research
A Third party randomisation
A Decision support aids
A Cohort/RCT mixtures

A Registry based designs

Epi
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IDEAL

Collaboration

Staged4 Long term study

A ProspetliveRRemisiees
A To detect late and rare

problems’ QC & Acetabular Cup a‘-‘-’l*é‘,
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