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Background

The  Cardiac  Pacing  and  Electrophysiology  Working  Group  of
the  French  Society  of  Cardiology  has  deemed  it  appropriate
to  revisit  several  points  pertaining  to  the  clinical  evaluation
and  follow-up  of  implantable  leadless  cardiac  pacing  devices
or  leadless  pacemakers.

The  group  intends  to:
• outline  the  mandatory  clinical  evaluation  required  before

the  marketing  of  current  devices;
• outline  the  mandatory  clinical  evaluation  required  after

the  introduction  of  current  devices  to  the  market;
• create  a  framework  document  intended  for  manufactur-

ers,  caregivers,  health  care  institutions  and  organizations
officially  in  charge  of  supervising  the  availability  of  this
technique;

• define  the  optimal  practice  enabling  its  development
under  the  safest  conditions.

Conformité européenne (CE) marking and
dissemination of leadless pacing

The  CE  marking  of  medical  devices  requires  a  compliance
statement  from  the  manufacturer,  certified  by  the  notified
body  of  a  member  state  of  the  European  Union  (EU),  with  the
requirements  imposed  by  the  directives  of  the  EU  on  medical
instrumentation;  this  is  required  by  law  for  the  marketing  of

devices  in  the  EU.  CE  marking  for  leadless  pacemakers  has,
thus  far,  been  based  on  limited  clinical  data,  whether  in
terms  of  the  number  of  patients  enrolled  in  studies  or  the
duration  of  follow-up  [1—5].

Some  competent  European  authorities  have  already  given
their  opinion  on  leadless  pacing.  Whereas  the  Medicines  and
Healthcare  Products  Regulatory  Agency  (MHRA),  the  British
competent  authority  for  medical  devices,  has  recognized
leadless  pacing  as  a  major  step  forward  compared  with  the
devices  used  traditionally  in  the  management  of  cardiac
rhythm,  it  nevertheless  considers  it  insufficiently  validated
and  currently  lacking  clear  indications.  The  MHRA  has,
therefore,  formulated  specific  recommendations  regarding
the  proper  use  of  leadless  pacing  in  the  UK  [6].

In  that  spirit,  the  office  of  the  Cardiac  Pacing  and
Electrophysiology  Working  Group  of  the  French  Society  of
Cardiology  gathered  a  panel  of  experts  in  the  management
of  cardiac  arrhythmias,  with  personal  experience  in  this
field,  with  a  view  to  formulating  specific  recommendations
on  the  adoption  of  leadless  pacing.  Whereas  it  is  important
to  acknowledge  the  novelty  of  this  medical  technological
development,  it  seems  as  important,  for  the  patients’  wel-
fare  and  for  sound  maturation  of  the  technique,  to  define  the
clinical  applications  of  leadless  pacemakers.  This  requires
close  surveillance  of  possible  complications,  to  verify  that
this  technology  is  used  appropriately,  while  tightly  limiting
the  operative  risk.

Recommendations  regarding  the  reimbursement  of  lead-
less  pacemakers  have  been  issued  for  specific  indications
by  the  Commission  nationale  d’évaluation  des  dispositifs
médicaux  et  des  technologies  de  santé  (CNEDiMTS)/Haute
Autorité  de  santé  (HAS)  [7].  Firstly,  in  adults  in  need  of
a  VVIR  single-chamber  cardiac  pacemaker  who  are  at  high
risk  of  lead-related  complications  and  whose  veins  must  be
salvaged  (patients  with  a  history  of  lead  fracture,  patients
undergoing  chemotherapy,  recipients  of  catheter  cham-
bers  and  patients  undergoing  haemodialysis),  the  CNEDiMTS
granted  a  level  III  (moderate)  improvement  of  expected  ser-
vices,  compared  with  the  implantation  of  a  single-chamber
ventricular  pacemaker  with  an  intracardiac  lead.  Secondly,
in  adults  with  an  indication  for  a  VVIR  cardiac  pacemaker
without  venous  access  or  with  a  history  of  endocarditis  or
septicaemia,  the  CNEDiMTS  granted  a  level  II  (high)  improve-
ment  of  expected  services  compared  with  the  implantation
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