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2 RDN Devices Approved by FDA in November 2023

November 7, 2023 e 172020
FDA Approves Recor Medical's Paradise Renal Medtronic’s Symplicity Spyral Renal Denervation
Denervation System for Hypertension Treatment Systam Galns FOAAbprovalfox Hypertention
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IFU/Indications for RDN Devices

Indications:

“....indicated to reduce blood pressure as an adjunctive treatment in patients with hypertension in whom
lifestyle and b do not control blood pressure.”

Contraindications:

« Renal artery diameter <3 mm or >8 mm

« Renal artery fibromuscular dysplasia (FMD)

+ Stented renal artery (>3 months prior to Spyral RDN procedure OK)
« Renal artery aneurysm

+ Renal artery diameter stenosis of >30 (Paradise) or >50% (Spyral)

« Pregnancy

« Presence of abnormal kidney (or secreting adrenal) tumors

« lliac/femoral artery stenosis precluding insertion of the catheter

**Not studied in patients with eGFR <45 mL/min/1.73 m2 (Spyral) or eGFR <40 mL/min/1.73 m2 (Paradise)**
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SCAI Position Statement on RDN

Standards and Guidelines

SCAI Position Statement on Renal Denervation for Hypertension: Patient
Selection, Operator Competence, Training and Techniques, and
Organizational Recommendations

Rajesh V. Swaminathan, MD, FSCAI (Vice-Chair)**, Cara Anne East, MD®,

Dmitriy N. Feldman, MD, FSCAI <, Naomi D. Fisher, MD ¢, Joseph M. Garasic, MD, FSCAI <,
Jay S. Giri, MD, MPH, FSCAI', David E. Kandzari, MD, FSCAI®, Ajay J. Kirtane, MD, SM,
FSCAI", Andrew Klein, MD, FSCAI®, Taisei Kobayashi, MD, FSCAI’, Gerald Koenig, MD,
FSCAI', Jun Li, MD, FSCAV/, Eric Secemsky, MD, MSc, FSCAI, Raymond R. Townsend,
MD', Herbert D. Aronow, MD, MPH, FSCAI (Chair) "™

SCAI = Society for Cardiovascular Angiography and Interventions.
i etal.J Soc Cc Interv. 2023101121 print].
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SCAI Position Statement on RDN

Key Takeaways:

e 1) Need a Non-Invasive
Hypertension Lead
Need an Invested Endo-
competent Proceduralist
Need Hospital/
Administrative Buy-In
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ACC/AHA Approach to Resistant Hypertension
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Stilset Training modality
Goal is for proceduralists to
- Arterial vascular access and hemostasis Prerequisite (current interventional
- Vascular access site complication or endovascular experience) have some endovascular
management i i
- Experience and knowledge of analgesia or experience or achieve
sedation experience by proctorship
- Periprocedural hypertension management
- Radiation and contrast sparing measures .
- Knowledge of aortic, renal, and visceral Didactic modules, simulation *  Forthose with
anatomy .
- Understanding of renal sympathetic
nervous system anatomy and * 5 proctored RDN cases

pathophysiology

- Understand renal denervation indications. )

- Know the risks and benefits of available *  For those without

renal denervation platforms ot

- Understand catheter selection and Simulation, cbserverships, and "
technique for renal angiography suparvision * 10 supervised renal

- Know device-specific renal denervation set- angiograms in calendar

up and technique
- Recognize and treat potential renovascular year and 5 proctored
complications, including balloon

angioplasty and stenting RDN cases
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Must Haves for the Proceduralist

» High-quality imaging with DSA
* Trained staff for “deep” conscious sedation

* Technical familiarity with:
* Aorta/Renal anatomy
+ Identification of accessory renal arteries
* Multiple renal guides
¢ 014 support and non-support wires
* Renal stents, glue and coils
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Who Should Be Considered for RDN?

he potential relative benefit-risk of a another antihypertensive medication
vs Renal Denervation?
Efficacy Roughly Equivalent
Tolerability May Favor Renal Denervation
Safety Both Demonstrating Overall Safety to
Date
Adherence Favors Renal Denervation

Unclear for RDN, Dependent Upon

Durabilif

21y Adherence for Medication
Cost Likely Favors Medication
Patient Preference Varies Among Individuals
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Table 1. Selection criteria appropriate for renal denervation.

Patients with resistant hypertension, defined by blood pressure >130/80 mm Hg
despite being on 3 medications with maximally tolerated doses from classes with
outcomes data (angiotensin-converting enzyme inhibitors or angiotensin Il
receptor blockers, calcium channel blockers, thiazide diuretics, and beta blockers)

Patients with uncontrolled hypertension despite attempting lifestyle modification
and antihypertensive medication but who are either intolerant of additional
medication or do not wish to be on additional medications and who are willing to
undergo renal denervation after shared decision-making

Priority may be appropriately given to patients with higher cardiovascular risk (eg,
comorbidities of coronary artery disease, diabetes, prior transient ischemic attack/
cerebrovascular accident, or chronic kidney disease) who may have the greatest
benefit from blood pressure reduction
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BIDMC Experience

= Enrolling in Spyral AFFIRM Study (pre and post approval)
= Performed first commercial case November 28, 2023 (3™ in US)

= 17 cases done to date
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BIDMC Average Case Experience Post-procedure monitoring

= Examples of Commercial Case Experience: A
* 75 yo F, resistant HTN on 3+ meds (doxazosin, clonidine), Stage Il CKD
* 63 yo F, resistant HTN on 3+ meds (clonidine), multiple drug intolerances
* 71 yo F, resistant HTN on 3+ meds (clonidine), multiple drug intolerances

* 65 yo F, uncontrolled HTN on 2 meds (minoxidil), multiple drug
intolerances

* 62 yo M, resistant HTN on 3+ meds (labetalol) x G I O B O O
—All cases <90 minutes G O O O O I
—No procedural complications X G I O I O

x X oxoxxoxxx

—All discharged same day
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Smith Center Renal Denervation Registry BIDMC Experience through RDN Registry

|§EDCap Overall
s e s wlee a ale s sfc 0 o Variable (N = 8 Subjects)
« & & & |® |® » ®|® = @ ey Change in AOBP systolic blood pressure at 6 mos -16.0£41.6
# % & & |88 2 &(s = & L = compared to baseline
e sl e oo clele e
® & & & | & |® » @&|/8 = = [[emesttin ‘Change in AOBP diastolic blood pressure at 6 mos -9.3:15.3
RN N
eieisla|e|eelele oie - | compared to baseline
* & s & e |0 ® Change in office systolic blood pressure at 6 mos 24.2423.7
: : : : : & @ @ 4 ‘compared to baseline
* 5 & ® | Change in office diastolic blood pressure at 6 mos -10.0+12.4
; ; : ; : P— compared to baseline
* s & & | et >5mmHg absolute change in AOBP systolic blood 5 (62.5%)
sulisuliellren|ze pressure between 6 mos and baseline
=) I3 @ s >10mmHg absolute change in AOBP systolic blood 4(50.0%)
pressure between 6 mos and baseline
Change in number of anti-hypertensive meds 0.3£1.0
between 6 mos and baseline
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Thank you

- esecemsk@bidmc.harvard.edu

, @EricSecemskyMD

Smith Center for Outcomes Research
in Cardiology

375 Longwood Avenue, 4t Floor
Boston, Massachusetts 02215
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