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Telemedicine: What Framework, What Levels
of Proof, Implementation Rules

Faiez Zannad’, Philippe Maugendre?, Antoine Audry®, and participants of round table N°5 of Giens XXIX:
Carole Avril4, Lucile Blaise5, Olivier Blin6, Philippe Burnel” , Béatrice Falise—Mimtg, Daniele Gimult9,
Isabelle Giriw, Jean-Marie Goehrs“, Catherine Lassalelz, Roland Le Meur13, Pierre Leurent”,

Christelle Ratignier-Carbonnei

O XTI TT WD -~

=
N = O

13
14
15
16
17

1'%, Patrick Rossignol', Evelyne Satonnet’, Pierre Simon® and Laurent Treluyer!’"

Centre d’investigations cliniques plurithématique 9501, INSERM, CHU de Nancy, Nancy, France
Laboratoire Sanofi Aventis, Paris, France

Medtronic France, Boulogne Billancourt, France
Fédération francaise des diabétiques, Paris, France
Resmed, Saint Priest, France

AP-HM, Pharmacologie médicale, Marseille, France
Ministere des affaires sociales et de la santé, Paris, France
Orange Healthcare, Paris, France

Laboratoire Novartis Pharma, Rueil Malmaison, France
Access Conseil, Verriéres le Buisson, France

JM Goehrs Partners, Versailles, Fance

LEEM, Paris, France

Careinnovations, Montmorency, France

Voluntis, Suresnes, France

CNAMTS, Paris, France

ANTEL, Evry, France

ARS Ile de France, Paris, France

Text received February 215¢,2014; accepted May 27th, 2014

Keywords: Abstract — The concept of telemedicine was formalised in France in the 2009 “Hospital, patients, health territories” (loi hopi-
telemedicine; tal, patients, santé, territoire) law and the 2010 decree through which it was applied. Many experiments have been carried
medical telemonitoring;  out and the regulatory institutions (Ministry, Regional Health Agency [Agence régionale de santé, ARS], French National
chronic diseases; Health Authority [Haute autorité de santé, HAS], etc.) have issued various guidance statements and recommendations on its
evaluation; organisation and on the expectations of its evaluation. With this background, the round table wanted to produce recommen-

management; utilisation  dations on different areas of medical telemonitoring (the role of telemonitoring, the regulatory system, the principles for

assessment, methods of use and conditions for sustained and seamless deployment). Whilst many studies carried out on new
medical telemonitoring approaches have led to the postulate that it offers benefit, both clinically and in terms of patient quality
of life, more information is needed to demonstrate its impact on the organisation of healthcare and the associated medico-
economic benefit (criteria, methods, resources). Similarly, contractual frameworks for deployment of telemonitoring do exist,
although they are complicated and involve many different stakeholders (Director General fo the Care Offering [ Direction géné-
rale de I’ offre de soins, DGOS], ARS, HAS, Agency for Shared Health Information Systems [Agence des systemes d’infor-
mation partagés de santé, ASIP], French National Data Protection Commission [Commission nationale informatique et
libertés, CNIL], French National Medical Council [ Conseil national de I’ Ordre des médecins, CNOM], etc.) that would ben-
efit from a shared approach and seamless exchange between the partners involved. The current challenge is also to define
the conditions required to validate a stable economic model in order to promote organisational change. One topical issue is

T The articles, analysis and proposals from the Giens Workshops are the sole responsibility of the authors and do not represent the position of the organisations
to which they belong.

Article publié par EDP Sciences


http://publications.edpsciences.org
http://dx.doi.org/10.2515/therapie/2014043

348

Zannad et al.

placing the emphasis on its evaluation and operation. Access to patient data, particularly data from the health insurance funds
and the use of these data, may enable the process to be more effective. In addition, the budgetary non-fungibility of the various
financial envelopes for the different areas of work, restricts the consolidation of financial impact. Funding methods will need
to be adapted to this new distribution of roles, both at the centre of the healthcare system and in the industrial ecosystem.
All of these changes will help the leaders of our healthcare system to bring this new ambition closer to all of the people working

in the health economy.

Abbreviations: see end of article.

1. Preamble, definitions, and limitations
of the subject matter

Telemedicine is defined in the 2009 the “Hospital, patients,
health territories” (loi hdpital, patients, santé, territoire, HPST)
law!! as “A remote form of medical practice using information and
communication technologies. It links one or more health profession-
als to each other or to a patient, and includes by necessity a medical
professional and, where applicable, other professionals providing
care to the patient. It enables a diagnosis to be made, provides pre-
ventive monitoring or post-treatment follow-up for an atrisk patient,
a treatment decision to be prepared, substances to be prescribed and
services or acts to be prescribed or performed or patients’ state to
be monitored. The definition of telemedicine and the conditions in
which itis used and reimbursed financially are set by decree, taking
account of the deficiencies in the care offering due to insulation and
geographical isolation”.

The telemedicine decree of 19 October 20101 sets out the reg-
ulatory framework for telemedicine, defining 5 telemedicine acts:
teleconsultation, tele-expertise, medical telesupervision, medical
tele-assistance and medical regulation by telephone of the emer-
gency number 15 (French call triage system).

It was with this background that the round table (RT) N°5 of
the XXIX National Meetings for Pharmacology and Clinical
Research, Innovation and Assessment of Health Technologies ded-
icated to telemedicine was set up.

The participants in this round table wish to limit their work to
the subject of medical telemonitoring. Medical telemonitoring
involves a situation in which a doctor is responsible for the remote
monitoring and interpretation of a patient’s medical parameters,
recording and transmitting data which may be gathered automati-
cally or produced by the patient him/herself or by a health profes-
sional. The RT defined the scope of its medical telemonitoring work
to chronic diseases in patients with a severe disease and/or complex
treatment, managed by the ambulatory or hospital sector. During the
RT debates, the chronic diseases for which experiments are already
conclusive or are being analysed, included diabetes requiring com-
plex insulin therapy, heart failure, severe renal failure on dialysis or
post-transplant and severe respiratory insufficiency.

The RT wanted to review the current situation and propose rec-
ommendations to promote the deployment of home medical telem-
onitoring solutions in France.
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2. Conceptual framework for medical
telemonitoring

Although the level of clinical evidence for medical telemoni-
toring still remains to be confirmed for some chronic diseases (see
below), the RT considered that the clinical/social benefit of home
telemonitoring has been proven together with its acceptance by
patients, who see an improvement in their quality of life. This has
now been confirmed in scientific literature.

It is important firstly to emphasise that medical telemonitoring
is only one component of the care pathway. It needs to be designed,
assessed, deployed and managed as one of the parts of the coordi-
nated organisation of a care pathway dedicated to one or more
chronic diseases. As a result, it is important to always be aware of
the organisational and coordination methods which may differ
depending on the people involved.

The assessment model has not yet been formalised and it is often
difficult in published assessments to distinguish what can be spe-
cifically attributed to the telemonitoring component from what is
due to the organisation and coordination of the care pathways. These
care pathways are occasionally constructed around new telemoni-
toring solutions. On other occasions it is the introduction or change
in the telemonitoring system which is often (but not always) based
on a medical device which is offered within a pre-existing care path-
way. In each case it is the entire system, the telemonitoring solution
within a care pathway, which needs to be assessed.

At present, most of the medical telemonitoring solutions are in
their early days, mostly for clinical purposes, with no consolidated
model for financial reimbursement, and practical operational diffi-
culties still need to be resolved. These difficulties are due, amongst
other things, to a need for consensus clarification of the regulatory
scope covered by the concept of a telemonitoring communicating
medical device (MD) [particularly for the software part], to opti-
mising the governance of the telemonitoring solution and to intro-
ducing cooperation protocols. In addition, most of the experiments
are carried out regionally and a model for inter-regional or national
roll-out still needs to be defined.

One conceptual framework has been proposed in which the
patient, either at home or in a replacement residential facility for
dependent elderly (établissement hospitalier pour personnes dgées
dépendantes, EHPAD), is positioned at the centre of the organisation
of a care pathway (figure 1). The telemonitoring data are recorded
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