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* Pourguoi un consensus ?
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2018 Guidelines Released Prior to Sham Controlled RCT Data
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Device-based therapies for hypertgégion
X
=
. KOV a b
Recommendation @,Q Class® | Level
\\,‘.@’ ESH Position Paper on Renal Denervation 20212 @
Use of device-based therapiés3s not recom- &
Y 0 .
mended for the routine f@€atment of hyperten- ) BOX 1: Position Statement in 2021 é\\(\
fon, unless in the cqg@xt of clinical stud > ©
L e T Sl % e On the basis of consistent results of several sham-controlled, Qt%ical trials,
and RCTS‘Hmig&gmdgmregarding their = renal denervation represents an evidence-based op#on to treat
5 g \ 7 hypertension, in addition to lifestyle changes an lood pressure
lable, 36738 ‘ ,
=27 and‘eg\fgaacy lowering drugs. 'Q}ib
N e Renal denervation therefore expands therapeutic o s to address the first
RCT = > mized controlled tial objective of hypertension treatment, that is to eff&ively reduce an elevated

blood pressure and achieve blood pressure ta¥gets.
o ‘ e Renal denervation is considered a safe egffovascular procedure without
léﬁa l'of evidence. significant short-term or long-term adveésg’ effects based on data available
up to 3 years. &

e Renal denervation is an alternative gﬁaddltlve, not a competitive treatment

"‘Clas;\ recommendation.

strategy. <

e A structured pathway for ﬁnical use of RDN in daily practice is
recommended. &

e Patients’ perspective preference as well as patients’ stage of

hypertensive disease® including comorbidities should lead to an
individualized treggd¥ent strategy in a shared dedsion-making process,
that carefully Jntludes the various options of treatment, including
renal denew@én.

1. Williams B, et al. Eur Heart J. 2018 Sep 1;39(33):3021-3104.
2. Schmieder R, et al. J Hypertens. 2021 Sep 1;39(9):1733-1741. doi: 10.1097/HJH.0000000000002933 @
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Box 1: g\&@’ition Statement in 2021
&
= Q@N represents an evidence-based option to treat HTN,

Q
@@ — in addition to lifestyle changes and BP lowering drugs.

Consensus Document @0
msion positi ron
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&
= RDN expands therapeutic options to address the 1t objective of HTN treatmeqﬁé

— to effectively reduce elevated BP and achieve BP targets. @

RDN is considered a safe endovascular procedure R
— without significant short-term or long-term adverse effects &

— based on data available up to 3 years. N
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A structured pathway for clinical use of RDN in daily pr%{;’?lce is recommended.

Patients’ perspective, preference and stage of HTN gi%ease (incl. comorbidities) should
lead to an individualized treatment strategy in abgh%red decision-making process,

— that carefully includes the various options oj:‘ﬁTN treatment, including RDN.
C)\N
&

Schmieder R, et al. J Hypertens. 2021 Sep 1;39(9):1733-1741. doi: 10.1097/HJH.0000000000002933 ©
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Societies Provide Guidance Based on New Data
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RDN Consensus Statements gubllshed in Multiple Countries
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Qui peut proposer Ig Denervation Rénale ?
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= Centre de pfedecine interventionnelle ?
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* Nombre d’actes ? &
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= Approche intégrée avec une éqtéiﬁé d’HTA
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Denervation rénale chez qui ?
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= Comme dansﬁ‘es essais cliniques ?

— Patlent%ﬁon controlés
— Avec ©U sans traitement ? &

& N4
& &
b’* Q

" Egﬁapolatlon des données des essais cliniques 2, &

(9@ — Faible adhésion e
¥ _ Effets indésirables ,\o“\’\l\
— Trop de traitement N

— Pas assez &
— Atteinte d’organes cibles 20

— Situation a activité sympathique ele@fge
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RDN Patient Consideration Themes Across Consensus Statements
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e Que faire avant Ia denervation rénale ?

= Bilan du Rg\?
= Evaluatwn du niveau de la TA &

&
& g

" Bilag ‘d’HTA secondaire &
o oé{
= @ptimisation pharmacologique &

& g

= Bjlan avant Denervation Renale
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* Ou la denervationsrenale peut avoir lieu ?
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= Centre expept en HTA ( centre d’excellence)
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-@@(’lentre integré dans un parcours de soins &
= Avec un interventionnel
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= Recours a la chirurgie de sauvetage
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Quel suivi
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Multiple Randomised Sham-Controlled Trials Demonstrate
the Effectiveness of RDN With or Without Medications

&
¥
&
eveé\
&
&
X
7 @
First—generation@z Second-generation catheters
cathe\@
6"(} SPYRAL HTN SPYRAL HTN
SYIe\'Q@LICITY SPYRALHTN OFF-MED OFF-MED RADIANCE RADIANCE
\@KHTN-S ON-MED Pilot Pivotal HTN TRIO HTN SOLO

>

Hg)

& &
A\ %)
%& £
0 —
<0 3
. <
o <
& 2
c
\© )
v 5
% 2
© -6,8
N 535
Follow-up Duration (months) 6
Baseline SBP (mmHg) 159 160
ASBP between groups (mmHg) -2.0

P 0.98




RDN Associated with 26% Relative Risk
Reduction ia MACE Over 3 Yrs!
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9 MACE CV Mortality Myocardial
v Infarcti
Vv nrarction @
<
4
RR 0.74 0.84 0.79 \'e,"o 0.66
2
NNT 28 178 148 P> 43
&
@
*Analysis applied a previously published CV risk regression meta-analysis? to estimate the event rates >modeled control group using the
assumption the baseline blood pressure and anti-hypertensive drug prescription regimen remamedgmchanged for patients enrolled in GSR
<O
o
1. Schmieder RE, Pietzsch J et al. EuroPCR2021 MACE: major adverse cardiovascular events, calculated as composite of CV deatl&fand stroke RR: relative risk; calculated from modeled control
2. Thomopoulos C, et al. J Hypertension. 2014;32:2285-2295 @ NNT: number needed to treat; calculated from modeled control
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RDN Lowered BP Without Increase in Medication Burden

Three-fold Increase in % of Patiepts With BP <140 mmHg over 3 years
O
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Office Systolic BP Distri@%?tion Number of Medication Classes
(% Patients)@Q‘O (mean)
3¥

2180 mmHg @
2160 and <180 mmHg &
2150 and <160 mmHg 455 3
2140 and <150 mmHg ' NZ
2130 and <140 mmHg .

B <130 mmHg

OSBP <140
mmHg

39% ; _
<0.001 Basel
P<0.001 p C\a‘! 3 years vs Baseline

Qo
_ vs Baseline . - & :
Baselin 6Mo 3Yr Baselines® 6Mo 3Yr

e (n=2182) (n=1272) (N=28%§) (n=2688) (n=1659)
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Mahfoud et al, EuroPCR 2021 ©)
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Patient Preference for Drug Therapy vs. Renal Denervation
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Significant Proportion of Pa@fgnts Interested in RDN
Q’b

Patients prescribed 21 anti-hypertensive medication

(n=839)
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Drug Therapy RDN Therapy Drug 'g\.b‘erapy RDN Therapy
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Questionnaire-based cross-sectional survey in patients with eIevz\a’se°d blood pressure in Germany (N=1011)
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Schmieder RE, et al. Clin Res Cardiol. 2019;108(12):1331-1342. @O
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Physicians Recommend BﬁN Based on Higher BP, More

Medications @eQ
)
,00@ # of Medications
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e’Qﬁo Likert
o < .
Referring @ Systolic Score e
- '\0\} Blood Pressure | 140-160 \8\\
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@i’rocedurahst Blood Pressure 140-160
i (mmHg)
“On a scale of 1-5, how likely would you be to rgz‘:ommend/refer
for/perform on patients with the fol/owm,g,ﬂf’haracter/stlcs?"
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Schmieder RE, et al. J Hypertens. 2021;39(1):162-168. ©
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Patient Willingness for B\Ei\\l is Independent of BP Level
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PQ;lent preference to RDN across blood pressure ranges

g (N = 1,666)
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B8%  e3%  55%  58%  60%  62% 53%
RDN Rejecty «0‘

® RDN Acc@?t
b\}o
(19

120-129 130-139 140-149 150-159 160-169 3:470 179 >180
Systolic Blood Pressure (mmHg) eé’J

\.9
*Differences between patients with SBP less than 130mmHg and tlaﬁse with SBP at least 130mmHg
or at least 150mmHg were not significant (P>0.7 for both) \/\0
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Schmieder RE, et al. J Hypertens. 2021;39(1):162-168. @
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Physicians More Likely to Recommend RDN for Patients with Side Effects

2/3 of Physicians Recommend RN Regardless of Nonadherence Reason
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Factors Influencing Patient and Physician Perspectives on Renal Denervation

Shared-Decision Makjng is Key to RDN Recommendation
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BP medication side
effects have negatively

Perceive high blood<QO
pressure as a signifigdnt

Personéjg(periences
inclugﬁ co-morbidities
Ve made high BP
C)\" consequences real
&
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9
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Schmieder RE, et al. J Hypertens. 2021;39(1):162-168.
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Higher Number of BP &Q}\
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. Medications
Q
benefits of renal O
X

Higher BP Range
. . . X9’
Physician KS\\
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Shared-decision N
Q
denervation*

.. . . 0
*A physician’s recommendation was the single r&'}st
important positive factor influencing patientz’j
readiness to undergo renal denervation Q)ﬂ
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Conclusions

* New sham RCT da ashow RDN is an evidence-based treatment option
for uncontrolled
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e Current HL ﬁGwdellnes were written without input from Multiple shap¢
RCTs shgﬁnng RDN Benefit &
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Igbu tlple local and global organizations have recently publlshe@I@

ofonsensus and position statements favoring RDN with very gonsistent
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* New trial and registry data will continue to refine |déal patient
populations &
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 Stay tuned French consensus coming sooQ©®
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