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2 RDN Devices Approved by FDA in November 2023
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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 modifications and antihypertensive medications do not adequately 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
• Iliac/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

SCAI = Society for Cardiovascular Angiography and Interventions.
Swaminathan RV, et al. J Soc Cardiovasc Angiogr Interv. 2023;101121 [Epub ahead of print].
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SCAI Position Statement on RDN

Key Takeaways:
1) Need a Non-Invasive 

Hypertension Lead
2) Need an Invested Endo-

competent Proceduralist
3) Need Hospital/ 

Administrative Buy-In
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ACC/AHA Approach to Resistant Hypertension
Confirm treatment resistance

Exclude pseudoresistance

Identify contributing lifestyle 
factors

Discontinue or minimize 
interfering substances

Screen for secondary causes

Pharmacological treatment

Refer to Specialist
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SCAI Position Statement on RDN
Goal is for proceduralists to 
have some endovascular 
experience or achieve 
experience by proctorship

• For those with 
endovascular privileges:
• 5 proctored RDN cases

• For those without 
endovascular privileges:
• 10 supervised renal 

angiograms in calendar 
year and 5 proctored 
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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What is the potential relative benefit-risk of adding 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 

Durability Unclear for RDN, Dependent Upon 
Adherence for Medication 

Cost Likely Favors Medication 
Patient Preference Varies Among Individuals 

Who Should Be Considered for RDN?
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SCAI Position Statement on RDN
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BIDMC Experience

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

§ 17 cases done to date
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BIDMC Average Case Experience

§ Examples of Commercial Case Experience:
• 75 yo F, resistant HTN on 3+ meds (doxazosin, clonidine), Stage II 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)

–All cases <90 minutes
–No procedural complications
–All discharged same day
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Post-procedure monitoring
Assessments Baseline Procedure Post-procedure 

3M 6M 12M 24M 36M 48M 60M
Demographic data 

X

Medical History
X

Baseline Labs
X

Renal Denervation 
Procedure 

X

Blood Pressures and 
HR X X X X X X X X

Post-Procedure Labs 
X X X X X X X

Medication 
Review X X X X X X X X

Event 
Review X X X X X X X X
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Smith Center Renal Denervation Registry
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BIDMC Experience through RDN Registry

17

Thank you

 esecemsk@bidmc.harvard.edu

 @EricSecemskyMD
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