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Two aspects:

•Application for Hospital Exemption for ATMP (ATMP-HE)
Art. 4. §1. of RD of 08.01.2017:
Un médicament de thérapie innovante pour lequel […] aucune AMM n'est exigée, peut 
uniquement être préparé et livré si une exemption hospitalière a été obtenue pour ce 
médicament.

Een geneesmiddel voor geavanceerde therapie waarvoor […] geen VHB is vereist, kan 
slechts worden bereid en geleverd indien voor dat geneesmiddel een 
ziekenhuisvrijstelling werd verkregen.

•Application for Hospital Exemption related GMP certification
Art. 14. §1. 1° of RD of 08.01.2017:
Le titulaire de l'exemption hospitalière […] dispose d'un certificat de bonnes pratiques 
de fabrication […] avant de commencer la préparation du médicament de thérapie 
innovante.

De houder van de ziekenhuisvrijstelling […] beschikt over een certificaat inzake goede 
fabricagepraktijk […], alvorens de bereiding van het geneesmiddel voor geavanceerde 
therapie aan te vatten.

Introduction

ATMP-HE – procedure – 24.04.2017
FAMHP
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 DG Pre Authorisation

•Application for Hospital Exemption related GMP certification
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 handled simultaneously
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NB: potential future ATMP-HE products already notified through the « letters 
of intent » (2011-2013) are also concerned by this procedure.
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Application for ATMP-HE: guidance document
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Guidance document 
can be found on 
FAMHP website
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Before the submission

Contact atmp@fagg-afmps.be: a procedure number is allocated 
(to be mentioned in the file and all communications)

Application for ATMP-HE: submission
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How to submit

• through CESP (Common European Submission Portal): 
https://cespportal.hma.eu/Account/Login (no maximum upload 
size)

• through EudraLink to atmp@fagg-afmps.be: you can request 
access to this service to EMA at 
https://servicedesk.ema.europa.eu/ (no maximum package 
size)

• by email to atmp@fagg-afmps.be as Zip (compressed) files 
(attachment size 15 should not exceed 16MB)

• by registered mail, or delivered personally against a receipt, to 
FAMHP (CD, DVD or USB key together with a paper cover 
letter).

mailto:atmp@fagg-afmps.be
https://cespportal.hma.eu/Account/Login
https://servicedesk.ema.europa.eu/
mailto:atmp@fagg-afmps.be
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Format of the submission file:

• Pdf files 

• Folders organised in accordance with the table of content of the 
application dossier:

Application for ATMP-HE: submission
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etc…
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Application for ATMP-HE: procedure
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Validation phase (art. 8):

• FAMHP has 20 calendar 
days to confirm 
admissibility and 
completeness 

• If not complete 
invalidation notification 

• Missing items should be 
provided within 20 calendar 
days 

• Then FAHMP decides on the 
admissibility and 
completeness of the 
application within 20 
calendar days.
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Application for ATMP-HE: procedure

Subject - Date
FAMHP/entity/Division-Unit-Cell

Assessment phase (art. 9): 

• After validation 
notification, the 
Committee for Medicines 
for Human use (CMH) has 
90 calendar days to issue 
a final advice. 

• The 90-day delay can be 
suspended by clock-stops 
(max 60 days each) to 
allow the applicant to 
answer to the request(s) 
for supplementary 
information

• In practice, a maximum 
of 2 “rounds” of questions 
and answers is foreseen. 
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Application for ATMP-HE: procedure
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Final decision and 
publication (art. 10): 

• Once the CMH issues a 
final advice (by Day 90), 
the Hospital Exemption 
will be refused or granted 
within 20 calendar days: 
an approval or a refusal 
letter will be sent to the 
applicant. 

• In case of approval, the 
decision will be published 
through the FAMHP 
website.
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Application for substantial modifications

•Cf. art. 2 §1. 7° (definition) + art. 11 of the RD of 08.01.2017 

•The same rules apply, but only the relevant sections of the file 
have to be provided

After granting of the ATMP-HE
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Annual reassessment

• Cf. art. 20 and 21 of the RD of 08.01.2017 

• Should be submitted each year, at the latest 2 months before
the anniversary date of the ATMP-HE

• Content of the dossier described in the RD, specific guidance 
will be elaborated



Your medicines and health products,
our concern

Thank you for your attention


