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Toolkit for users
Use of SNDS data:

transparency obligations and
Implementation procedures



Reference:

Toolkit for users Legifrance

The French National Health Data System, or “SNDS”, is an extremely rich system of databases.
It brings together all data financed by national solidarity. These data can be made available for
studies, research or evaluations of public interest.

In return for this access to SNDS data, project leaders must comply with a set of conditions laid
down in the French Public Health Code, including transparency obligations. This transparency

approach provides citizens with guarantees on the proper use of their health data.

Transparency is one of the criteria required to qualify a project as being of public interest.

I-‘_‘rl oaanue | *If you have any questions about the SNDS, please consult the collaborative documentation.
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https://www.health-data-hub.fr/snds
https://www.health-data-hub.fr/interet-public
https://www.legifrance.gouv.fr/codes/section_lc/LEGITEXT000006072665/LEGISCTA000031923877/#LEGISCTA000031923880
https://documentation-snds.health-data-hub.fr/

Toolkit for users

This transparency obligations apply throughout the life-cycle of a project that uses SNDS
data. In this sense, information is provided on the HDH public directory in two stages:

Prior to project implementation, by publishing project specifications;
After project implementation, by publishing the results and methodology.
This pedagogical guide aims to help project leaders understand their obligations and

anticipate their responsibilities in terms of transparency. The procedure is implemented
with the HDH.
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https://www.health-data-hub.fr/projets

Prior to project implementation : project registration

Depending on the regulatory procedure in effect, different forms are made available to the
project leader. As data controller, they enable you to register your project in the public
directory prior its implementation, depending on whether the project:

Requires CNIL authorisation, CESREES opinion only or HDH approval for simplified
access to the ESND, a sample of the National Health Data System;

Is carried out as part of a methodology of reference, hybrid access or permanent
access.

The content of these forms is intended to feed the files associated with each project in the
public directory of projects. It presents the characteristics of all the projects using health data.

*CNIL :French Data Protection Authority
** CESREES : Ethical and scientific committee for research, studies and evaluations in the health sector
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https://www.health-data-hub.fr/projets
https://www.health-data-hub.fr/projets
https://www.health-data-hub.fr/depot
https://www.health-data-hub.fr/enregistrer-projet
https://www.health-data-hub.fr/projets

Summary of project registration in the public directory

What Classic
regulatory procedure
procedure do |
need to follow?
Single
My project ‘ decision
:;q‘{”ets, I must submit my file on
authorisation ", f ) "
. p
from the CNIL T Substantial ?hihSUb":’.s sion platform
and/or an modification In the section
opinion from - corresponding to my
regulato rocedure.
| need to the CESREES g ry p . The
; tion
register my ESND informa
project in gathered
the public appears in the
directory “project sheet”
o MR-007 or available on
MR-008 the HDH public
directory.
Hybrid access
‘ I have to fill in the form
Permanent dedicated to my regulatory
What access procedure on "register a
regulatory project”.
procedure do |
need to follow? MR-004
MR-005 or
MR-006
| Prior to project implementation
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https://www.health-data-hub.fr/depot
https://www.health-data-hub.fr/enregistrer-projet
https://www.health-data-hub.fr/enregistrer-projet

Focus on the project sheet before implementation
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After the project implementation : transmission and publication
of results

The project leader must share the results and method to the HDH once the project has
been completed.

Once all analyses have been completed, the data controller is responsible for sharing the
results with the HDH, together with the method and means used to assess their validity. For
this purpose, a form is provided for the collection of these elements . The latter allows to
specify whether these elements are to be transmitted solely to the HDH, or whether they
may be shared with the public.

The results and methods are then added to the corresponding project sheet in the public
project directory. If the project is not completed, the project leader must inform the HDH.

Details of how results are transmitted and posted on the HDH website are given below.
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* The first results will be posted on the public directory shortly.


https://www.demarches-simplifiees.fr/commencer/transparence-transmission-des-resultats-et-methode
https://www.health-data-hub.fr/projets
https://www.health-data-hub.fr/projets

Transmission of results to the HDH (1/2)

Within the 6 months following the end of the project, the project leader must send the results of the
study to the HDH, whether or not they are to be shared with the public. These results will not be
accessible online in the HDH'’s public directory without the agreement of the project leader.

The project leader, as the Data Controller, has the responsibility to:

e Choose the format for communicating the results: report, note, article, poster, etc...
e Decide on the level of detail to be communicated.

This obligation applies to all projects implemented since the 2016 law and mobilising SNDS data. It is
therefore up to each data controller to ensure the transmission of these elements to the HDH. They in
turn feed the project sheets in the public project directory.

To identify the projects concerned, project leaders can consult this public directory online, check their
internal data processing register, or contact the subcontractor responsible for implementation.

.6: If the results transmitted can be directly shared with the public, the Data Controller has

= fulfilled all his transparency obligations.
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https://www.health-data-hub.fr/projets

Transmission of results to the HDH (2/2)

After the study, if the Data Controller does not wish to share his results with the public, he has 3 additional
years to send a result file that can be shared with the public.

The Data Controller has two options at this stage :

First option: During this 3-year period, the
Data controller publishes his results.

The results can be published in different ways:
articles, posters, conference papers, etc. If the
publication is not available in Open Science,
the simple transfer of the abstract, reference or
link to the article will suffice.

In this case, the Data Controller must forward
this publication to the HDH no later than one
month after its publication. It will then be
added to the public directory of projects.

- HEALTH
|"_J'| DATAHUB *If you are unable to submit your results by the deadline, please contact the HDH via the Démarches simplifiées messaging

system or contact@health-data-hub.fr.

Second option: during this 3-year period, the Data
Controller does not publish his results.

The Data Controller must then send a result in a predefined
output format to the HDH.
Depending on the type of project, the formats to be sent are:

The list of annual treatments for projects carried out at
the request of the authorities or for isolated or
iterative requests;

A description sheet for projects involving interactive
outputs (visualization, application, algorithm, etc.);

An analysis report for projects intended for the
authorities or for any other output.



https://www.health-data-hub.fr/sites/default/files/2024-07/HDH_Transparence_Fiche%20Descriptive.docx

Summary of results transmission and related procedures

6 months after project completion

Yes
I've completed The
my stuply and . TN information
I'm obliged to N need to fill in the L be shared with the o collecFed
share the results form general public? | send my publication to appears in the
results and ——> Yes — | the HDH no later than one » project sheet
methodology month after publication available on
the HDH
public
directory
resu Itg:r:e - I'm working on results Are these results
confidential by — > that can be shared Wlth ——> published?
the HDH the general public
Isend aresultina
e predefined format to the
HDH, which shares it to
the general public
I 3 years maximum after first transmission of results
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https://www.demarches-simplifiees.fr/commencer/transparence-transmission-des-resultats-et-methode

Overview

Prior to project implementation After project implementation

As soon as a project requiring a CNIL authorisation,
eligible for an MR or submitted for simplified

Steps ' access to the ESND is submitted or registered Once the study is complete
i Key transparency milestones
i Register the project in the HDH public project Transmission of the results to the HDH within 6
Actions to ! directory. Two possible paths: ! months.
be taken | ! If these can be made available to all, the Data
. e  Submission form | Controller has fulfilled his transparency obligations.
' e Registration form i
! ! If these results cannot be shared to the general public,
the Data Controller has 3 additional years to:
° Send a publication* to the HDH
° Otherwise, send the results in another format to
be shared to the general public.
| i R *If this publication is not available in open science, the Data Controller can simply provide the article’s abstract,

reference or link.


https://www.health-data-hub.fr/projets
https://www.health-data-hub.fr/projets
https://www.health-data-hub.fr/depot
https://www.health-data-hub.fr/enregistrer-projet
https://www.demarches-simplifiees.fr/commencer/transparence-transmission-des-resultats-et-methode

Focus on the project sheet after implementation

Acteurs financant et participant a I'étude
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Project S
Type de responsable de traitement 1

o Project stakeholders i S

s e

Azziztance Publique - Hopitaux de Parlz

Dromos

Objectif(s) de la recherche et intérét pour la
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Objectifs poursuivis
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Calendrier du projet
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Droits des personnes

ez (0)

Catégories de données utilisées Etape 1
NFORMATIONS RELATIVES AUX BENERICIUARS DF ZONS
NEORMATIONS RELATIVES A LA PRZE SN CHARCE X

Citizen's rights

=7

CRAGEE atisRcIRE Etape 2: Complétude N ©)
RELATIVES AUX PATHOLOGIES 085
NEORMATIONS RECUGLUES A LGECASION DACTVITES & PREVENTION, OF DIACNGETIC, O 0N O DS 2}
SUN SOCAL BT MEDHCO- =
= Aux Cono 3 NNGVENTALES, AUK HABTUDRS 0G VI €7 A2 Etape 3: Avis CEREES/C S R )

TUATION D3 PERZONNGS SN STUATION OF KANDICAD Délégué a la protection des données{
‘ o Etape 4:5 = 5 somsas (V)
Source de données utilisées Azziztance Publique - HOpitaux de Parls

SAZE SRNOPALE DUSNDS  AUTRES SOURCSS
B e

Etape 5: 5 e @

Results and

Variables sensibles utilisées "
urcazmon (7)

COMMUNS DS RESDENCE DG LA PERSONNS STUDIES  AMNES ST

S DG NAUSSANCE  DATE DG SONS Voir e cartouche CNIL —)

method

DATS D& DZCES 1 AT




Specific case: What do | do if | want to edit information in one of my

project sheets ?

HOLDERS OF
PROJECT LEADERS HDH
PROJECTS
| would like to . 'The updgteql
. - | send an edit . information is
edit elementsin request via | authorise the I make the collected
my project sheet |—> 4 amendment of > desired ——>
. Démarche through
on the public ) o the form changes .
- Simplifiée Démarches
directory - -
Simplifiées
| After submitting the form
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https://www.demarches-simplifiees.fr/
https://www.demarches-simplifiees.fr/

Further information

If, after consulting this toolkit, you still have questions about the procedures for
transmitting results or, more generally, about your transparency obligations, you can:

Consult our toolkit on accessing health data in France ;

Ask your questions in the forum ;

Contact us. Please give us as much detail as possible so that we can give you the
best possible answer.
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https://www.health-data-hub.fr/sites/default/files/2021-06/Toolkit_for_users_accessing_health_data_in_france.pdf
https://entraide.health-data-hub.fr/
https://www.health-data-hub.fr/contact

Acronyms

CNIL: Commission Nationale de l'Informatique et des Libertés (French Data Protection
Authority)

CESREES: Comité Ethique et Scientifique pour les Recherches, les Etudes et les
Evaluations dans le domaine de la Santé (Scientific and Ethical Committee for Health
Research, Studies and Evaluations)

ESND: Echantillon du Systéme National des Données de santé (National Health Data
System Sample)

HDH: Health Data Hub
MR: Methodology of Reference
SNDS: National Health Data System

SNIIRAM: Systeme National d'Information Inter-Régimes de ['Assurance Maladie
(National Health Insurance Inter-Regime Information System)
HoH 5. A




