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The project was realized up to now in 5 phases
0 (Feb. 2005)
Project organisation and definition
The project was realized up to now in 5 phases

Phases 1 and 2 (March - Oct. 2005)
+ Analysis, Design, Build and Test
+ All Medicines Registration processes (human drugs)
Phase 3 (Oct. 2005 - July 2006)
* Maintenance of first release
+ Pharmacovigilance workflow (PSUR)
+ Exchanging info on approved drugs
« Backlog cleaning : > 8.000 dossiers were closed
+ Master Data entry team : 2.000 medicinal products entered
ase 4 (Oct 2006 - June 2007)
‘Management of concurrent drug variations (‘multi-branching’)
usiness process redesign
ange Management
(June2007-September2008)
enterprises, ingredients
he checker and zero tolerance
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2.Business Simplifications
.E-submission
The FullCompliance checker
The CTD Tree Structure
he statistics
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Automate task flow between

partments “Enforcing what needs to be
enforced and allowing flexib
where acceptable”

onitor timetables through
alation on
adline expiration

has allowed to automate 16
business processes with 1 b
workflow with generic ste

ent users with case screens

Information
Processing

4
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atic reply’s
ssier receipt confirmation,
Start Assessment Mail
Round up mail (start of the administrative closing)

atamodel

Evolve from existing assets and experience towards a
consolidated data model, incorporating European Reference
Data Model aspects

implified Workflows

Waiting Dossiers (only the first workflow is started)

lational Procedure type IA notifications and

ministrative changes (shortcut after validation directl
ing)

riations (only the first workflow is started)
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emei

Due to the new MeSeA approach, and the
increasing number of submissions, business
simplications were necessary

« National approach — minor variations(2)

« National approach-major variations
+« MRP CMS approach (Parking)

il Business simplifications
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Scope: Administrative variations and variation
type IA, 1B
Automatic e-mail sent out

=> after dossier upload for administrative variations and
variations type IA

=> after validation for variations type IB
= Applicant may implement the variation(s)

- After 10 working days for administrative variations and
variations type IA (legal time limit)

- lAfter 30 calendar days for type IB variations (legal time
imit)
if no comment received from the authorities

emei

Will be finalized with a variation type Il clinical or a renewal
(cluster but no master dossier!)

National Approach(1/2)
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Scope: Variation Type |l Analytical

emeh

Automatic e-mail sent out after assessment,
=With the round up mail, applicants can implement the
changes from the variation based on the positive advice

given.

-Will be finalized with a variation type Il clinical or a
renewal (cluster but no master dossier!).

il National Approach(2/2)
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Scope: Variations type IA, IB and Il analytical

emebN

Automatic e-mail (Notification CMS approach)
sent out after dossier upload in MeSeA

Applicant may implement the variation(s) after
RMS’s notification of approval (or validation)
Will be finalized with a variation type Il clinical
or a renewal (cluster with a master dossier)

Exceptions: type IB name change in BE, Pack
size out of range

MRP CMS Approach
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Notification of dossier receipt
('National approach - administrative variations
or variations type IA

ey

If your Dossier concerns an administrative variation or a
National Procedure, variation type IA, please consider
<Entry Date> + 10 working days as day of implementation,
ex%eapst when the DGMP sends you a mail that your dossier

been refused (invalid)

If your Dossier concerns a Mutual Recognition Procedure,

variation type IA, for which Belgium acts as RMS, please

consider <Entry Date> + 10 working days as day of

im;‘JLer‘nentation, except when the DGMP sends you a mail
al

your dossier has been refused (invalid)

il Automatic mail(1/4)

EU Regulatory Network

Challenges and Opportunities for Croatia  catte
Sth ALMP Anniversary §

13-14 November 2008, Rijeka - Croatia
Start assessment
(National approach Variations type IB)

emei

If your Dossier concemns a National Procedure,
variation type IB, please consider Day 0 + 30
calendar days as day of implementation, except
when the DGMP sends you comments on your
dossier during procedure.”

If your Dossier concemns a Mutual Recognition
Procedure, variation type 1B, for which Belgium acts
as RMS, please consider Day 0 + 30 calendar days
as day of implementation, except when the DGMP
sends you comments on your dossier during
procedure.”
Automatic mail(2/4)
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fication of round up
ational approach Type Il Ana)

your dossier concerns an analytical type Il variation, followin
ional pr dure, please ider the ption date of this

‘Round Up' mail as the date of implementation for the concerne:

changes within this dossier. The chief executive has the intenti

approve the concerned variation, based on the positive scientifi
dvice given.

hen the variation may be implemented, the marketing
horisation holder may attach a copy of this automatic mai
eting authorisation for the intr ion of an

mic Affairs and INAMI/RIZIV. He must declare on hi:
omments were received from FAMHP.
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The Full
Compliance
checker
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Is of this module
ake it easier to handle a dossier => make it e
d all necessary information in a dossier

Do a correct check on the structure of a dossier
nterprises

Give accurate, up to date and clear feedback to t
nterprises

Stimulate to grow to a situation where all dossi
eCTD’s (with backbone and checksum)
e the check of a dossier up to date, co
ine make it possible to check co
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ication of dossier receipt
S approach - Parking)

your Dossier concemns a Mutual Recognition Procedure,
riation type |A, for which Belgium acts as CMS, please
nsider the day of receiving a valid notification of the RMS
ay of implementation.”

your Dossier concerns a Mutual Recognition Procedure,
riation type |B or variation type Il analytical for which Belgi
as CMS, please consider the day of receiving a
of the RMS as day of implementation.”
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erience since October 2005

— Not enough feedback concerning the quality
submission

— National guideline is a theoretical approach
— Training necessary
gency:

— The e-dossiers were of poor quality,
— alot of volume based pdf’s without any str
difficult to find the information ><Paper di
Protected files

to check dossiers= the
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it is (and will be) implemented

: o= B
e
e

BeSt Verification — ¢
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Report of the files sent in

"
epsrizany

 induends s 06h)
 indess (5568)

itz

buconr- 200512554 6118)
-~ 2fom

ROOF OF PAYMENT i [51K0)
1 CERT OF SUITABILITY
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New releases of the module when the guideli
updated L
(last update in december, next one 15 may tog
with new release of the e-guideline an referenc
NEEs guideline)=> keep the module up to date

keep also the offline checker up to date
(new version since december2007,version 2 )=>

http: //www.fagg.be/ ]
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The CTD Tree Struct
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clear color coding:

Folder or file completely OK
Folder contains files and should not (perhaps files not in lowest level)
~ Folder or file name contains illegal characters
B The name of the file or folder is not conform the eCTD-guidelines
M This document has an extension that is not allowed in an eCTD-folder
I This file can not be checked accurately, because it is in an incorrect folds
(so there is no rule to check it)

And a clear summary to the user and the enterprise

Number of fles: 113
Number of subfolder: 73
Numbar of subfolders that are not actd-foldars: 3 (= 4,1106)

Number of subfolders that contains files and shouldn’t: 6 (= §,2206)
==> Folder score: 64/73 (= 87,67%)

Number of fles with wrong name: 11
Number of files with wrang extension;
Number of files that cor

==> File score: 4/99 (4,04%)

19 (= 16,100)
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» home » médicament.. » usagehuma.. » procédurss... » dispatehing - esubmission

PLUS SUR C&

Dispatching - Exigences - eSubmission RUBRIQUES
‘SUPPLEMENTS,

sSubrission
+ Perconne de cc
Echantilens « Légisiation
FAQ
Eormulares

« Fomuaire
Soumission électronique des dossiers

Le document ‘Guidance for Industry on Praviding Regulatary Infarmatian in Electronic format: Non-
CTD electronic Submissions (NeeS)' a été publié sur e site de 'EMEA le 22/02/2008
e

Les « guidelines » nationales ont donc été adaptées et Ia version 2.7 du document « eSubrission
‘quidelines v.2.7 (PDF}» est dispanisle,

e document se retrouve également sur e site 3 |2 page “Tolérance zéro (HTMLY"

Tool for XML application form (File RAR)

Langue

Les informations concernant 12 langue qui doit 8tre utlisée lors de |a soumissien des dossiers sant
reprises dans le chapitre 7 de la « Notice to Applicants ».
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Empty e-CTD structure available on the F
website (Wonderpil)

Use tree-structure “as is”
« Tree-structure should always be respected
« Folder names should not be modified

« Delete empty folders
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ing conventions:

module 1 specification

->See Notice to Applicants i
(www.ec.europa.eu/enterprise/pharmaceuticals/eudrale

ICH E-CTD specifications for modules 2 -5
« See ICH guidelines on CTD (www.ich.org)
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cker and wonderpil tree structure >website.
ecial training with industry

/07 — end june 07:

elf testing period —

f september 07:

Start zero tolerance dossier rejection.

85% for folder score
No limit for file score
‘may 2008:

Ider compliance95%, file score 95%
Jp to full compliance

95% for folder score

%for file score
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ubmission, A Belgian Success
nks to great involvement of concerned |
dustry,FAHMPS collaborators,|CTpeop

‘Thank you for your atter
Questions?



