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New GERD Therapy Challenges

• Lessons from history

• Process/guidelines for learning new procedures

• Opportunities to do better

• Importance of outcomes assessment

• Ethical considerations/informed consent
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Endovascular Surgery Procedures

 

Pre Stent Post Stent

Carotid Artery Stenting



Section of Minimally Invasive Surgery

21st Century New GERD Therapies
• Endoluminal therapies for GERD

• Endoscopic RF Ablation techniques

• Magnetic sphincter augmentation 
(Linx)

• Robotic foregut surgery

• Per oral endoscopic techniques 
(POEM, POP)

• EndoFLIP
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Drivers of New Technology Implementation into Practice
Positive

• Improve patient care and outcomes
• Enhance efficiency or performance of procedures
• Add precision to interventions or diagnostics
• Achieve less invasiveness (MIS revolution, endoluminal therapies)
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Process

• Literature review/assessment and 
understanding of technical aspects and risks 
and results

• Lab training (equipment, settings, usage, 
interpretation)

• Collaboration with current high level 
practitioners and industry

• Case observation/proctoring

• Assessment of outcomes
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SAGES Guideline for Introduction of 
New Technology/Techniques: Principles

• Establishment of efficacy and effectiveness of a new procedure

• Importance of training prior to implementation in patients
• Learning curves vary based on skill and task complexity
• Steep learning curve early in experience
• Coincides with highest risk of harm to the patient
• Consideration of collaborative/team training

• Experienced centers, specialty societies, and industry all have a role
• Industry role should be limited to new and modified devices

Stefanidis D et al Surg Endosc 2014;28: 2257-2271
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What Elements Should be a Part of Training  
in  New Technology?

• Device or Procedure specific 
training

• Steps depend on the 
novelty/change
• Device familiarization
• Literature review
• Expert input
• Video review of device/procedure
• Practice on appropriate models 

(simulated, animate, cadaveric)
• Formal course training
• Proctoring or tele-proctoring
• Team training Stefanidis D et al Surg Endosc 2014;28: 2257-2271

SAGES Guideline
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Who Should Monitor the 
Introduction of  New Technology?

• Modified devices-
surgeons only (Hernia 
mesh recalls)

• New procedures-
• Surgeons
• FDA
• Credentialing committee
• IRB

Stefanidis D et al Surg Endosc 2014;28: 2257-2271

SAGES Guideline
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Outcomes Assessment
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Technology Review Resources
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Technology Assessment/Principles

• Peer reviewed publications

• Technology alerts (review of recent FDA approved devices)

• Safety and efficacy reviews (should be free of bias, COI)
• Technology overview
• FDA instructions for use
• Current clinical practice and alternatives
• Clinical evidence summary
• Safety and efficacy data
• Publication review/limitations of published data
• Panel recommendations re safety and efficacy
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What about Hands-on Training?

• Video review of device/procedure

• Practice on appropriate models 
(simulated, animate, cadaveric)

• Partner with experienced colleague 
(even if new to technique)

• In-person case observation

• Proctoring or tele-proctoring

• Team training
Lower Photo Courtesy M. Awad
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Postgraduate Robotic Surgery Training 

• Phase IV – Beyond Residency, Clinical 
Partnership

• Case Observation (Foregut, Hernia @ 
WUSM/BJH)

• Proctoring
• Development in one’s own local 

environment

• “Telepresence”  - Remote mentoring / 
proctoring / observation

• Continued collaboration/mentorship
Michael Awad, MD,PhD, 
Robotic Foregut Surgery 
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Robotic Surgery Pathway to Hernia Repair

Slide Courtesy Jeff Blatnik, MD
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Barnes-Jewish Hospital/Wash U 
Compass Program

• Longitudinal training and 
mentorship pathway

• 25 surgeons trained in 
robotic inguinal and ventral 
hernia repair

• Over 2200 procedures 
performed

• Surgeons present their own 
recorded cases for review 
and feedback

Robotic Hernia Course 2018, 
Jeff Blatnik, MD Course Director
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• Video case review of 20 
bariatric surgeons

• Technical skill varied widely

• Greater skill assoc with fewer 
complications, lower rate of 
reoperations and 
readmissions

Birkmeyer JD et al NEJM 2013; 369: 1434-42 
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• Current approach to educating practicing surgeons inconsistent 
with adult learning principles

• Conferences and PG courses don’t often use individualized goal-
directed learning

• Such activities are removed from the point of care

• Mastery as a state of continual learning rather than simply high 
level performance
• Senge P. In:  The Fifth Discipline: The Art and Practice of Learning 

Organization

• Focus should be on formative evaluations rather than summative

Greenberg CC et al JAMA Surg 2-16; 151: 282-83.
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Ritter M et al Surg Endosc 2020; 34: 3176-83
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Leverage Communication Technology 
for Training

• Lab training 
(equipment, settings, 
usage, interpretation)

• Industry support

• Collaboration with current 
high level practitioners

• Case observation
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Ethical Considerations/Informed Consent:
What is the Current State?  

• Most patients undergoing innovative surgery do so outside the 
protection of a clinical trial (outside of IRB)

• Absence of legal requirement to inform patients of the innovative 
nature of a procedure

• Guidelines for introducing new technology and practice are 
published but do not often specify what actually should be 
discussed with patients during the informed consent process

Mastroianni AC Health Matrix Cleve 2006; 16: 351-442.
Lee Char SJ et al Surgery 2013; 153: 473-480
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• Survey of surgery clinic patients and faculty at 
university medical center and affiliated hospitals

• 85/113 attending surgeons and 383/541 adult 
postop pts completed survey

Lee Char SJ et al 
Surgery 2013; 153: 473-480
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• Survey of surgery clinic patients and faculty at university 
medical center and affiliated hospitals

•
Patients placed more emphasis on:
• Whether surgeon was performing for first time or not

• 80% could not decide without this information
• Discussion of risks and benefits

• Known risks, known benefits, potentially unknown risks
• Surgeon’s special training for the procedure

• Least important information: 
• Surgeon’s potential conflict of interests

Lee Char SJ et al 
Surgery 2013; 153: 473-480
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Summary
• Introduction of new technology important to advancing clinical 

care in GI surgery and endoscopy

• Structured process critical for introducing new technology to 
ensure safe and effective use

• Leverage of modern communication technology and use of adult 
learning principles should be employed

• Transparency in the informed consent process and consideration of 
patient values are paramount
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Reflections




