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Current initiatives
Objective of the presentation:

Provide an overview of the current initiatives in digital provision of electronic
information within the EU Medicines Regulatory Network
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General Principles @s):

Provide data once

2

More structured data

Increased turn-around time

L |

One single entry point

\/ 4
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General Principles rs):
Challenges for integration and collaboration in Europe:

Processes vary

Centralised

£
y

Industry N ational
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Industry

De-Centralised
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General Principles @s):

The EU regulatory environment

Size is strength... ...but... ...the chain is only as good as

the weakest link
I
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General Principles wrs):

How do we effectively share?




b

Options
e Collaborate across EU

e Tactical collaborations

e Go Commercial...

What do each of these
look like and when are
they planned for?




- Short term (next few months) w:

e Next version of MAA H eAF implementing AF V10: June 13
e Pilot electronic submission of CT results (Pilot 2): June 13

e Pilot esignatures of EMA forms: Q3 13

« Initially in the area of orphan drugs, paediatrics and scientific advise

 Set of forms to be extended next

e Electronic submission of GMDP (V 5) information: May 13
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Short term (next few months) em:

e Implementation of the new EU Telematics governance
structure: Q2 13

EMA MB incl. EC HMA

EU Telematics Management Bo

IT Directors
Executive Group
for Telematics

IT Directors meeting

Telematics 3

EA Board

\
|
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GENCY

e CESP — A portal for Europe

HMA : Common European

Submission Platform

Home Announcements FAQs ‘General Information ‘Cantacts Terms & Condrtions Register

Welcome to the Common Eurcpean Submission Platform

This system provides 3 simple and secure mechanism for exchange of information between

appicants and reguialony agencies.
Thet purpose of 1he system is to
EFT Usaimaime: *
» Prowide 3 securs method of Communicating with the Reguiatory Agencies via one
plattorm
» Aliow submission of an application once to reach ail requined Agencies Password:

- Rediste the burden for Both Industry and Reguiators of submstinghanding applications
on CO-ROM and OVD

Fiease check he announcements and FAQ secbon for iatest updates. Lo

Forgol Password?
Demanstration schedule for April / May published on Ihe annountements section

Participating Agencies
l l i — -
Deigum Sy Crose Emsna
==
- = [ 1] — [ |
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Skreea Ezan Seveden UK (RHRA] UK (WRD) EQQu
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@ Internet | Protected Mode: On fix RIK -
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Short term (next few months) @417y -
e CESP -Overview of Activities:

Feb March  April May June July  August Sep

* Industry/Agency Workshop R HMA Project review




i MHRA

Short term (next few months) 5/7)

e CESP - Current operation:

User logs on ta
registration
server and

creates delivery

file

Registration
Server

User
downloads
delivery
file to local
PC

Industry

User

Files are moved
to agency
servers

User uploads
submission and
delivery file to FTP
server

File Transfer
Server
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Short term (next few months) /-

e CESP - general statistics: November 2012 to March 2013:

« Number of weeks in operation : 21
 Number of registered companies : 420

 Total number of submissions delivered : 9259

» Largest submission to date : 8Gb to 18 agencies
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hort term (next few months) 717y -

« Falsified Medicines Directive (FMD)

Initiative to look at Broker Registrations across Europe

Spanish and UK are leading on this initiative working with other interested
MS

Concept:
« XML forms

e Central data repository for MS interrogation

Possible EMA involvement




Medium term (one year from here) w2

e Introduction of esignatures of more EMA forms
e EU Medicines web portal

e Electronic submission of updates of product information
according to art 57 (of Reg 2012/1235)

e Common Repository: Access for NCAs to CAP MAA info
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- Medium term (one year from here) @r2) -

e |International standards:

CTR&R
ePSUR

eRMP

IDMP
eCTD 4

ICSR
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Long term asm:

e CESP medium-to-long term initial vision:

: : Agency
An option for industry to "
build eCTDs directly in Agency can
CESP download

submissions,

Industry upload tracking

European
Submission
and Tracking System

information and
RFI Data

Submissions can be loaded

directly into CESP, all .;; @ _
responses and requests w ;m’fg
come back via CESP = =
e @ _
International and European Systems
EU vocabularies European systems can
and dictionaries provide and receive

Industry information
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Long term (next few years) @r3) -

e Common Repository should contain also PSURs, RMPs and
MRP/DCP submissions

e Integration CESP and EMA eSub GW

e EU Medicines Submission Portal should:

e Combine CESP and eSubmission Website

 Be published by EMA and HMA

 Allow Submission of National Procedure, MRP/DCP, Centralised Procedure
Applications

« Contain information on all subjects: Submission, eAF, eCTD Standards, etc.
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Long term (next few years) «s:

e Use of RPS (eCTD 4) for esubmission of MAA information

e Completion of EMA Online strategy: New B2B portal; EU
Medicines Web portal; New extranet for extended collaboration
with NCAs

e Implementation of EMA Data Architecture roadmap (tier 1)

e eSubmission vision

* One submission mechanism, entry point, process, output

* “The ultimate aim of eSubmission is full dematerialisation of the exchange
of regulatory information between applicants and the Network and between
regulatory authorities within the Network, enabling electronic
collaborative processes and transparency throughout the medicinal

product life-cycle.
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MHRA-Specific Initiatives e

Options for effectively sharing

e (Collaborate across EU

 TACTICAL COLLABORATIONS

e Go Commercial...
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MHRA-Specific Initiatives s):

MHRA Medicines IT strategy
developed in 2002 and
implemented 2003-6 as the
Sentinel system

Key principles

= transparency of data
across business
processes

e Electronic information is
the master




MHRA-Specific Initiatives @s: &

Sharing Short-long term

MHRA
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X

oA
o

Sentinel 3

MHRA Yellowcard

L--4- Sentinel Signal Case Folder

Sentinel ADR Case Folder DEMA ADR Case Folder
DEMA Signal Case Folder
Shared Substance Dictionary (Oracle TMS)

Oracle spplication Server 10G

HP-UX
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RedAnt Sentinel Networks & Hardware Shared Between MHRA and DKMA DKMA
Apache VPN
i H Web Cache /
PEmlish EFams R ekl b secure VPN Mefwork Link £-
ey Pt Sl

Axway ICSR Gateway

AnyDoc (Scanning)

ADRWeb Form

ADRWeb Services

Printing

State Archive

RedAnt

Windows

L

[|f STar:ir'leEata?as__ } ———————

KAT

DMA Business Objects

! Drug Dictionary (Sync)
e Locmooo 3
- = A S Contact Databasze
Signal Empirica {One Time Migration)
Datamart
— __ ADR Data
y
“ {One Time Migration)
Tomcat
Phase Forward
s s

Signal Empirica Appl
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MHRA-Specific Initiatives ws:

Options for effectively sharing

e (Collaborate across EU

e Tactical collaborations

e GO Commercial...
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MHRA-Specific Initiatives @s):

Medium to Long term — Risk Based Inspections

Drug Safety,
Research &
Development,
- Regulatory
L Affairs, etc...

ol >

Data Inputs
(e.g. Self-
Assessment)

INDUSTRY
STAKEHOLDERS

Manufacturing/

Other Sites Regulatory Data

Inputs

Data from GxP
Inspections Process

Evidence-based

INSPECTORATE inputs

Qualified Market
Intelligence

Media/News
Sources

_—
;. - Whistleblower
Al Communications

g
OTHER
STAKEHOLDERS Other Regulators/

Government Bodies

@ MHRA RISK INTELLIGENCE IT SYSTEM VISION

Aggregation of Data from across cross-

domain Agency Regulatory Functions populating

Risk Intelligence database at the MHRA

MHRA DATA SOURCES

Drug Licensing
Safety
Investiga
tions

Other Inputs

MHRA\i%/

RISK MANAGERS

Core “Sentinel”
System Repositories

“Risk Events”

D

>
accenture

Highperfarmence. Dekvered:

Pro-active assessment

group of external data
sources to extend

baseline data —set and
populate database

Data Points represent

and IT-assisted capture of
information from wide
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ORACLE"

End-to-End Custom Application Suite for|
Visualisation and Management of Risk
and control of Agency inspections
scheduling processes

1. Collate:

3. Business Rules:

RISK-BASED
INSPECTIONS SCHEDULE




= MHRA
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Thank you
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