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The Exalt Model D Single-Use 
Duodenoscope is Safe and Effective in Post-
Market Experience at a Tertiary Medical 
Center 

Dean Ehrlich, Punya Chittajallu, Jennifer Phan, Harold Paredes, Danny Issa, 
Adarsh, Stephen Kim, Alireza Sedarat, and V. Raman Muthusamy

AIM:  Assess the technical performance of the SUD in real-world practice 



Background

• Outbreaks of multi-drug resistant organisms and infections 
have been linked to the use of duodenoscopes in ERCP-
especially carbapenem-resistant Enterobacteriaceae 
(CRE) and Pseudomonas aeruginosa

• Patient to patient cross contamination has been 
documented despite appropriate scope reprocessing due 
to the mechanical complexity in the distal cap 

• More than 660,000 ERCPs are performed annually in the 
US



Background

• Several strategies have been proposed to avoid the risk of 
duodenoscope-related contamination and infections.

• serial microbiologic tests
• thorough reprocessing schedules
• use of removable scope cap have been adopted

• Unfortunately, those strategies did not completely eliminate the potential 
risk of infection

• 2019 the FDA cleared the first single use duodenoscope (SUD)

• In vivo trials with technical success rate without need to convert to 
reusable scope



Methods

• Retrospective Analysis 

• Inclusion Criteria – all patients who underwent 
ERCP with SUD between June 12th 2020 –
November 12th 2020 at UCLA

• 5 attendings and 2 fellows performed 
procedures 



Criteria for SUD Use
• Criteria for SUD use

• If patient has known MDRO

• Critically ill patient that would not withstand a duodenoscope acquired 
infection 

• Procedure high risk for bacteremia or infection 

• Cholangitis, cholangioscopy, biliary RFA, stent placement 

• To facilitate use –

• no reusable scopes available 

• Weekend or evening procedure

• OR procedure 

• Low volume/off-site centers 



Outcomes

• Main outcome: 

• Completion of ERCP for intended clinical indication and cross over to 
reusable duodenoscope 

• Secondary outcomes

• Maneuver assessment 

• Adverse events 

• Procedure Time 

• Necessity for Pre-cut



Results



Results



Conclusion

• SUD eliminates device related transmission of infection

• SUD comparable to those of a reusable duodenoscope – only 3 
patients requiring crossover to reusable duodenoscope 

• SUD could be used for several ERCP indications and 
maneuvers with optimal operators’ satisfaction

• Similar adverse event rates to reusable duodenoscope



Tri-Modality Sampling with Cytology, FISH, 
and Transpapillary Forceps Biopsies 
Improves Detection of Malignant Biliary 
Strictures
Alexander J. Sahakian*, Serge Baroud, Tarek Sawas, Andrew C. Storm, 

John A. Martin, Barham K. Abu Dayyeh, Mark Topazian, Michael J. Levy, 

Bret T. Petersen, Vinay Chandrasekhara

AIM: to determine the performance characteristics of the various sampling 

techniques in isolation or in combination for the detection of malignancy in 

biliary strictures in select patient cohorts.



Background
• Indeterminate biliary strictures pose a diagnostic and 

therapeutic challenge with the primary concern of diagnosing 
malignancy

• 20% labeled as indeterminate after initial sampling modality 
when imaging, ERCP, and brushing non-diagnostic

• Balancing risk of failing to detect malignancy and potential 
morbidity caused by unnecessary surgery in benign etiologies 

• Transpapillary biopsy (TPB) or fluorescence in situ 
hybridization (FISH) increases detection of biliary malignancy 
when added to brush cytology (BC)



FISH

• Fluorescently labeled probes 
hybridize with DNA of individual 
cells 

• It is used to detect and localize the 
presence or absence of specific 
DNA sequences on chromosomes 
that would be highly suspicious for 
malignancy 



Methods

• Single-center retrospective cohort study

• Adult patients with biliary strictures who underwent ERCP with tri-modality 
sampling between 9/2014 and 4/2019

• Performance characteristics for each diagnostic test alone and in 
combination were evaluated overall and in each subset: 
cholangiocarcinoma (CCA), pancreatic cancer, and primary sclerosing 
cholangitis (PSC)



Results
• 204 patients underwent tri-modality sampling

• 104 (51.0%) with malignancy

Sensitivity Overall PSC CCA PC

BC 48.1 % 60% 61% 33.3%

BC+FISH 69.2% 95% 83.1% 58.3%

BC+TPB 64.4% 75% 48% 45.8%

Trimodality 76.9% 95% 89.8% 66.7%



Conclusions:

• Tri-modality sampling improves the diagnostic sensitivity for the detection 
of malignant biliary strictures 

• ERCP with tissue sampling is more sensitive for detecting CCA than 
pancreatic cancer 

• Patients with PSC, tri-modality sampling was not superior to BC+FISH

• Future – incorporating modalities such as cholangioscopy, confocal 
microscopy 



A Randomized Trial of Aggressive Fluid 
Hydration to Prevent Post-ERCP Pancreatitis 
(FLUYT)
Christa J. Sperna Weiland*, Xavier Smeets, Wietske Kievit, Robert C. Verdonk, A. C. Poen, 
Abha Bhalla, Niels G. Venneman, Ben Witteman, David W. da Costa, Brechje van Eijck, 
Matthijs P. Schwartz, Tessa Romkens, Jan Vrolijk, Muhammed Hadithi, Annet Voorburg, 
Lubbertus C. Baak, Willem Thijs, Roy V. Wanrooij, Adriaan C. Tan, Tom Seerden, Yolande 
Keulemans, Thomas R. De Wijkerslooth, W. Van De Vrie, Peter J. Van Der Schaar, Sven M. 
Van Dijk, Nora D. Hallensleben, Ruud L. Sperna Weiland, Hester C. Timmerhuis, Devica S. 
Umans, Jeanin E. van Hooft, Harry van Goor, Hjalmar C. Van Santvoort, Marc G. Besselink, 
Marco J. Bruno, Paul Fockens, Joost Drenth, Erwin-Jan M. Van Geenen

AIM: To investigate whether aggressive IVF in addition to rectal indomethacin leads to 
decreased rates of post-ERCP pancreatitis 



Background

• Post-ERCP pancreatitis (PEP) a common 
and feared complication of endoscopic 
retrograde cholangiopancreatography 
(ERCP)



Background

• PEP occurs from a combination of insults 
that result from papillary instrumentation 
and/or hydrostatic injury from contrast 
material within the pancreatic duct 

• This combination leads to premature 
intracellular activation of pancreatic 
proteolytic enzymes, auto-digestion, and 
the release of inflammatory cytokines 
causing local and systemic effects



Background

• Several modalities are used to decrease the rates of 
post-ERCP pancreatitis – rectal indomethacin and 
pancreatic duct stenting if accessed

• But what about hydration??

• A few studies evaluated the role of peri-procedural 
hydration, but its efficacy in the prevention of post-
ERCP pancreatitis remains unclear especially when 
given along with rectal indomethacin. 



Methods 
• Multicenter, parallel-group open-label randomized controlled superiority 

trial of patients moderate- to high-risk of post-ERCP pancreatitis 

• Randomly assigned (1:1) by a web-based module to a combination of 
aggressive hydration and rectal NSAIDs (hydration group) or rectal 
NSAIDs monotherapy (control group)

• Aggressive hydration - 20mL/kg lactated Ringer’s intravenously from the 
start of ERCP within 60 minutes, followed by 3mL/kg/h for 8 hours. 

• Control group - normal saline with a maximum of 1.5mL/kg/h and 3L/24h.



Outcomes

• The primary outcome - post-ERCP pancreatitis

• The secondary outcomes –
• Pancreatitis severity

• Hydration related complications



Results
• 826 patients were randomized

• Post-ERCP pancreatitis
• 30 of 388 patients (8%) in the hydration group

• 39 of 425 patients (9%) in the control group 

• Severity of pancreatitis moderate to severe 
• 21 patients (5%) in the hydration group 

• 32 patients (8%) in the control group 



Conclusion

• Aggressive periprocedural hydration and rectal NSAIDs was not 
superior in reducing the incidence of post-ERCP pancreatitis, as 
compared to rectal NSAID monotherapy in patients with 
moderate- to high- risk of post-ERCP pancreatitis



Thank you!
Questions?


