11/22/24

New Experimental Work In Avoiding SCI After TAAA

Repair: How Can A Sheep Model Of TEVAR Be Helpful

— Dr. Hamdy Awad, MD, FASA
— Professor of Anesthesiology, Ohio State University
— November 22, 2024

Disclosures

— | have no financial interests or conflicts to disclose.

— Lab funded through:
* R13 HL164035-01/NS/NHLBI NIH HHS/United States
+ RO3 NS102861/NS/NINDS NIH HHS/United States
+ R21 NS113097/NS/NINDS NIH HHS/United States
* The Ohio State University Development Fund

Objectives

— 1. Current Evidence and Best Practice of CSF
Drainage in TEVAR in our review

— 2. The need for a randomized controlled clinical
trial

— 3. The need for a large animal model of TEVAR
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Definition of High Risk TEVAR
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Role of Prophylactic CSF Drainage in TEVAR
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Role of Prophylactic CSF Drainage in TEVAR

Evidence Against CSF Drainage

No specific randomized clinical trials of CSF
drainage in high-risk TEVAR patients.

A recent large (n = 7,889) retrospective analysis
found no difference in SCI prevalence in high-risk
TEVAR patients with prophylactic CSF drain
versus without. (Mousa et a, 2020)

Retrospective analysis of 130 patients found

‘prophylactic CSF drains to be of
“questionable benefit”. (Yang et L, 2019)

A systematic review (n = 10 studies) concluded
there is no robust supporting literature for CSF
drainage in TEVAR. (Khan et L, 2016)
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Conclusion of Review

1. The risks and benefits of spinal drain in TEVAR are

undefined
. Existing studies struggle with sample size issue
. Definition of high risk TEVAR
. Variation in surgical technique across the globe
. Reliance on self-reporting database

. Spinal drain management protocol without firm basis
in clinical evidence
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Future Directions

WHAY*

Future Directions

— A need for a randomized controlled clinical
trials to answer the clinical question

— A need for a large animal model of TEVAR

Future Directions — Clinical Trial

— 30 Potential Centers in North America and Europe
— Duration: 5 years
~ Potential Cost: $9 Million

Figure 2: Potential locations of participating centers in North America and Europe
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Future Directions — Clinical Trial

Primary Endpoint Secondary Endpoint Sample Size

Presence of motor Overall mortality rate A sample size of n=1301
deficit attributable to  at 6 months and 1 (n=391in the prophylactic
SCl within 30 days after year after TEVAR in CSFD group, n=910 in the

no drain group) will

TEV_AR in h_igh_riSk high-risk patients achieve 90% power to
patients Wl'th with prophylactic detect a difference
e EEEESD CSFD versus no drain  between the group
versus no drain proportions of 0.036

Why the need for a large animal model of TEVAR?

— We believe that ISCI in open and TEVAR is 2 separate diseases with 2
separate mechanisms of action and pathophysiology.

Canine Model of Endovascular Repair

OPEN Endovascular repair
and open repair surgery
of thoraco-abdominal aortic
aneurysms cause|drasticall
different|types of spinal cord injury
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Global Response

Dear Hamdy,

2. The mapping of the

mental differe
pathophysiology might help us to better
design the preventive strategy.

D0 you have human studies in pipeline too?

Kind regards,

Martin
Martin Bjorck

Professor (em) n Vascular Surger

Dep. Surgical sciences, Uppsala University
Senor itor Eur ) Vasc Endovasc Surg.

“Interesting work and likely to
be very impactful” - Joseph
Coselli, MD, @)Coselli_MD

Our Sheep Models

Dr. Kristine Orion and Dr. Joseph Bozzay
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Experimental Work
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3D Reconstruction photos

3D Reconstruction photos

Post Mortem

Why failure?

Our Team

Thank You

— Questions?




