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WHAT DOES '"NEW' LOOK LIKE?

In April 2020 the Haute Autorité de Santé (HAS) has set out new requirements on
which medicinal products can seek scientific advice. Make sure you meet them!

Topline Eligibility

e Standard and accelerated advice procedures Only scientific advice requests
will be available meeting the eligibility criteria

e HAS answers medical and medico-economic defined in the Article L. 161-37 11° of
questions regarding draft protocols for pivotal the CSS will be accepted, i.e., requests
studies (generally phase lll trials) in accordance submitted by a pharmaceutical
with HTA methods and current clinical guidelines. company concerning:

e If HAS has participated in an early dialogue in
collaboration with other European HTA agencies e amedicinal product with a new
and/or in parallel with the EMA, the procedure will mechanism of action in the
not be duplicated on a national level. disease, and

¢ Confidential and non-binding for HAS and the
manufacturer. e targeting an indication for which

¢ HAS can consult experts and patients in there is an unmet or
preparing its response to questions included in insufficiently covered need, and
the scientific advice.

e Discussions and documents submitted during e when the early dialogue can be
these national early dialogues can be in English, finalised before the start of the
at the request of the pharmaceutical company pivotal clinical trials

seeking the early dialogue

CSS: CODE DE LA SECURITE SOCIALE (FRENCH SOCIAL SECURITY CODE)

Evaluate meeting the eligibility criteria; the
request concerns the planning for a Phase llI

trial; appraise seeking either EU multi HTA or

EMA/HTA adviqe\or national advice.
/

/

/
s
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THE PROCESS

Seven days after submission of the briefing document HAS will inform the manufacturer if
the scientific advice procedure is standard or accelerated. When making the decision HAS will
consider the briefing document, the degree of knowledge and complexity of the disease and

the clinical development proposed.

D-37  Manufacturer submits request for scientific advice

HAS feedback on eligibility of the request  D-37

po  Submission of the briefing document

Choice of procedure by HAS
Standard procedure

HAS to request explanations on open
issues to manufacturer

D +7

HAS to send written recommendations to

D +60
manufacturer

D+70  Manufacturer to request clarifications

D75 Recommendations finalised and closure of
+
procedure
Manufacturer to submit meeting
slides for F2F meeting

F2F meeting
The standard procedure is completed ~ 110 days

after submission of the briefing document and

Manufacturer will submit meeting the accelerated procedure ~ 75 days.

minutes

HAS will send feedback and
recommendations
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The briefing document should include:

e description of the disease,

e medical need,

e targetindication,

e early development data,

e planned pivotal development,

e planned post-launch evidence generation (if applicable) and whether a French or European

registry has already been identified.
The briefing document should also include the questions (maximum of 10 questions) HAS
should address during the scientific advice. Each question should be followed by a

corresponding, separate Company'’s position including a comprehensive justification of the

chosen approach.

o More explanations - request separate document on briefing book content HAS France



Ascenian

PAGE 05

STANDARD
PROCEDURE PREPARE
THE MEETING

45 days before the meeting
HAS will send the manufacturer a list of issues to be addressed during the face-to-face meeting.

Meeting presentation

Discussions during face-to-face meeting will be structured around a PowerPoint presentation prepared by
the manufacturer. This presentation, along with the list of participants, should be sent to HAS via the SESAME
platform at least 8 days before the date of the meeting. The presentation should focus on the list of issues
send by HAS. The clinical background and the mechanism of action of the medicinal product should not be
presented, if no issues are raised by HAS on these topics.

The two hour face to face meeting

The meeting takes place on HAS premises on the date pre-specified in the

early dialogue calendar. HAS will inform the manufacturer who from HAS will attend the meeting. The
meeting is preferred face to face, but tele/video conference can be considered.

After the meeting

The manufacturer is responsible for the meeting minutes and should send the draft minutes to HAS within 10
days after the meeting. Meeting minutes will not be published. HAS will provide final recommendations in
response to the questions raised by the manufacturer 20 days after the face-to-face meeting. If one or
several patients were consulted by the HAS, the minutes of this consultation will be appended to the final
recommendations (pending prior agreement from patient[s]).
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75 days in total

This procedure concludes 75 days following submission of the briefing document and does not include a
face-to-face meeting.

2 months after submission of the briefing document

In response to the submitted questions HAS will share with the manufacturer draft written recommendations
The manufacturer has 10 days to submit requests for clarifications. HAS will share final recommendations
and close the procedure. IF HAS has consulted patients, the minutes of the consultations will be included in
the final recommendations (pending prior agreement from the patient[s])
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APPOINTMENTS

Appointments will be provided along a prescheduled calendar for
the standard and accelerated procedures

The timelines, including the date of the face-to-face meeting, depend
on the submission date.

Standard procedure

Timelines for national early dialogues on medicinal products

PROCEDURE STANDARD
STANDARD PROCEDURE
Demande de RP 4 Envol de | vl de L Rend, Envol des Envol
a L del o i i face-tace minuter dos riponses
D request Foodback Hiriefing document Choice of List of ssues le rendez-vous Face-to-toce Mevting derives finales
submitted by oneligitility submission procedure by sont face-face maeting minutes sent Final
HAS Face-to-foce recommendations
meeting slides sent ment
Y HAS ¥ HAS HAS ¥ HAS ¥ HAS
17/06,2020 24/06/2020 24/07/2020 3170772020 07/09/2010 147102020 22/10/2020 0112020 nMy2020
/0772000 37072020 04/09,2020 17092020 19,10,2020 /72020 03/12/2020 13/12/2020 213122020
09/09/2020 16,/09/2020 16,10/2020 1371072020 30/M/2020 06/01/200 /017200 2470172001 03/02/2071
0710/2020 /10,2020 1312020 20712020 12/2020 03027200 02200 21702/200 03032021
o | wwm || wapas || )| el || )| wea | s || oo
09/12/2020 161242020 157017200 227017200 017037200 07704200 16,/04/2021 25/04/200 05,/05/207
s | e amen | en | s | en | s | o
107027200 1702/2001 19/03/2001 26,03/200 03/05,200 09/06/201 17/06/200 21/06/200 orsor20n

[omen | wmen | omen | | s || vwen | s | —sn

Accelerated procedure

Calendrier des rencontres précoces nationales pour les médicaments en cours de développement clinique
Timelines for national early dialogues on medicinal products

PROCEDURE ACCELEREE
ACCELERATED PROCEDURE
Demande de BP Soumiseton d d Envel d Demand el
dépasée avant le de Véligibilité briefing document la procédure Ecrites 4
ED request Feedbock Briefing document Chaice of procedure
submitted by on eligibility submission by HAS sent clarifications sent sent
¢
m 20005/ 2000 19006/ 2020 26/06/ 2020 01/09/2020 110 2020 V6092020
1T/0G 2020 24006/ 2020 2400772020 307/ 2020 02/10/2020 07/10/2020
24/07/2020 31/07/2020 11709/ 2020 03/11/2020 13/11/2020 18/11/2020
OT10/2020 14/10/2020 1371172020 20/11/2020 1200072021 22/01/2021 Tz
09/12/2020 16/12/2020 15/0172021 2200072021 160372021 206/03/2021 3/03/2021
104022021 17022021 1900372021 20/03/2021
10/03/2021 09/04/2021 16/04/2021 08/06/2021 18/06/2021 23/06/2021
HAS Actions de la HAS Actions de lentreprise du médicament
HAS actions 9 Applicant actions

https://www.has-sante.fr/jcms/c_1625763/fr/deposer-une-demande-de-rencontre-precoce
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SOURCES AND GLOSSARY

SOURCES

The following sources have been considered
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1.New process for early dialogues - medicinal products
https://www.has-sante.fr/jcms/c_1625763/fr/deposer-une-
demande-de-rencontre-precoce

GLOSSARY

HAS - Haute Autorité de Santé - High Commission for Health

CT - Commission de la Transparence - Transparency Commission
CEESP - Commission Evaluation Economique et de Santé Publique -
Commission for Economic Evaluation and Public Health

YOU MAY ALSO
WANT TO
CONSIDER.......

France

Prepare the briefing

document for the GENERAL OUTLINE OF THE BRIEFING DOCUMENT

scientific advice in AND ANNEX
France

Wihen drafting the briefing document for scientific advice, it is recommended to follow the structure described below:

I Table of contents
IL. Lists of figures and tables
1ll. List of abbreviations.

n of the targe
idemiology and di
pathway

roducts undergoing development in this disesse (including compassionate

ptoms and burden

going clinical development

inclusion and exclusion criteria, endpoints,
ical analyses, etc

ons for the HAS
d in the clinical trial and its generalisability with respect to

linical trial comparator and/or other ciinically relevant comparator(s)

PREPARING THE BRIEFING
DOCUMENT: FOCUS ON THE
OBJECTIVE

nted (optional)

Contact: info@ascenian-consulting

Phont: +336955 16 180 Ascenian
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