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Les Groupes de Travail du CHMP

*
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CHMP Working Parties (WP)

Quality WP

Safety WP

Efficacy WP
Biotechnology WP
Pharmaco-vigilance WP
Vaccine WP

Blood Products WP

Scientific Advice WP

Pharmaco-genetic WP

Gene Therapy WP

Cell based Therapy WP

WP on comparability of
biotechnology products

Scientific Advisory Groups
= Infectious agents

= Diagnostic agents
= Oncology

= Diabetes

= CNS — Psychiatry
= Cardio-Vascular
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IANVA IS

Scientific-advice requests by topic, 2006

Scientifiques e

Scientific-advice and protocol.
requests received
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O Scientific-advice and follow-up requests

BFrotocol-assistance and follow-up requests




Avis Scientifigues

Scientific-advice requests by therapeutic area 2006
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O Dermataologicals

O Respiratory system

B Various

B Genito-urinary system and sex hormones
B Sensory organs

OBlood and blood-forming organs

B Musculo-skeletal system

O Anti-neoplastic and immunomedulating agents
OMervous system

O General anti-infectives for systemic use

B Cardiovascular system

OAlimentary tract and metabalism




En quol le Systeme européen

a-t-i1l progressé?




Apercu de I’Evaluation du Comitée

Champ des activités nouvelles

Maladies Auto-immunitaires et autres dysfonctionnements

de 'immunité

Cancer

Maladies Neuro-

déegénératives

= Technologies ADN
Recombinantes

= Expression Controlée des
Genes

= Anticorps Monoclonaux

Reg. 230972003
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Mise en ccuvre de la nouvelle
Législation

Le nouveau Reglement prévoit en situations
determinées




Mise en ccuvre de la nouvelle
Législation

Le nouveau Reglement prévoit également
des outils de gestion du risque




COMMITTEE FOR MEDICINAL PRODUCTS FOR HUMAN USE
(CHMP)

GUIDELINE ON RISK MANAGEMENT SYSTEMS FOR MEDICINAL
PRODUCTS FOR HUMAN USE

DRAFT AGREED BY PhVWP 26 July 2005

ADOPTION BY CHMP FOR RELEASE FOR CONSULTATION 27 July 2005

END OF CONSULTATION (DEADLINE FOR COMMENTS) 5 October 2005

ADOPTION BY CHMP 14 November 2005

DATE FOR COMING INTO EFTECT 20 November 2005
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PhVig — Risk Management System

PharmacoVig Activities

) Pharmaco
Reporting Epidemiology

Quality Control







Mutual Recognition New Applications finalised in 2006 (tot: 535)

379

@ Full dossier (Article
8.3(i) Directive
2001/83/EC)

M Informed Consent
(Article ¢ Directive
2001/83/EC)

O Bibliographic (Article
10 a Directive
2001/83/EC)

O Generic (Article 10.1
and 10.2 Directive
2001/83/EC)

H Fixed Combination
(Article b Directive
2001/83/EC)

@ Hybrid (Article 10.3
Directive 2001/83/EC)

H Similar Biological
(Article 10.4 Directive
2001/83/EC)




Decentralised New Applications finalised in 2006 (tot: 57)

O Full dossier (Article
8.3(i) Directive
2001/33/EC)

H Informed Consent

(Article c Directive
2001/83/EC)

O Bibliographic (Article
10 a Directive
2001/83/EC)

O Generic (Article 10.1
and 10.2 Directive
2001/83/EC)

H Fixed Conmbination
(Article b Directive
2001/83/EC)

[ Hybrid (Article 10.3
Directive 2001/83/EC)

W Similar Biologica
(Article 10.4 Directive
2001/33/EC)




Plan

Les efforts de I’Europe




Designated orphan medicinal products for the treatment of

children and adults, 2004-2006

Deésignation Orpheline &

80%
Prévalence < 5710 000 60%
40%
20%
0%
2004

OMedical conditions affecting adults only
HMedical conditions affecting both children and adults
OMedical conditions affecting children only

O Submitted B FPositive opinions

ONegative opinions OWithdrawals

B Commission decisions
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Pédiatrie

Le Reglement
« De Meilleurs Meédicaments pour les Enfants »



http://www.inkjetstar.com/images/2_happy_children.jpg

Situation de fait au sein de I’'EU

Les enfants représentent / recoivent:

NS Le point, July 20017



Nouveaux produits soumis a I’Agence

Médicaments encore brevetés

— Obligation de soumettre un plan




OVERVIEW PIP PROCEDURE

1st 1st 2nd 3rd
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Maladies Negligeées

Ficure 16. GLoBaL Dawy Deatns per Mador CommunicasLE Diseases

respiratory
infections

HIV/AIDS

diarrhoeal
diseases

tuberculosis

childhood
diseases

malaria

neglected
diseases®

2000 4000 6000 8000 10000 12000
Number of Daily Deaths
* Neglected diseases are defined as African trypanosomiasis, Chagas disease, and leishmaniasis.

Source: World Health Report 2003, WHO.




Art 58 Regulation (EC) 726/2004
CHMP Scientific Opinion in cooperation with

WHO

» Access to essential medicines for countries lacking the
regulatory capacity for assessing new medicinal products for
their markets




Malaria

AIDS/HIV

Tuberculosis
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M&A European Medicines Agency m Fumpean Medicines Agency
London, 24 July 2006

London, 14 Movembar 2005 Doc. Bef EMEA/CHMPVWEI03400,/2006

Dac. Ref EMEA/30T403/2005

COMMITTEE FOR HUMAN MEDICINAL PRODUCTS
(CHMP)

<DRAFT=

GUIDELINE ON DOSSIER STRUCTURE AND CONTENT OF MARKETING
EMEA PANDEMIC INFLUENZA AUTHORISATION APPLICATIONS FOR INFLUENZA VACCINES DERIVED FROM
CRISIS MANAGEMENT PLANFOR STRAINS WITH A PANDEMIC POTENTIAL FOR USE OUTSIDE OF THE CORE

THE EVALUATION AND MAINTENANCE OF A AN A
PANDEMIC INFLUENZA VACCINES AND ANTIVIRALS

DRAFT AGREED EY VACCINE WOREING PARTY

ADOPTION BY CHMF FOR RELEASE FOR CONSULTATION

END OF CONSULTATION (DEADLINE FOR COMMENTS)

[ _ADOPTION BY CHMP FOR RELEASE FOE CONSULTATION | 14 Movember 2005 | AGREED BY <WORKING PARTY>
| END OF CONSULTATION (DEADLINE FOR COMMENTS) [ 27 Tamuary 2008 |

ADOPTION BY <COMMITTEE=

DATE FOR COMING INTO EFFECT

Comments should be provided to Patrick celisi@emes ew int or by fax =44 20 7418 8545

Comments should be providad using this temuolate to Patrick Calis@emes. su.ine
Fax +44 20 7418 3545

Amnex T to this Plan (EMEA Pandewic Jqfluenza Process map) is also released
for consultation. The associated Work Instructions referred o mn this Avpex are
avatlable on request.

EEYWORDS Avian influenza vaccines for Inonam wss; Somains with pandemic potanrial;
Cmality, Mon-clinical and Clinical requirsments

Inf

T Westemry Circus, Canary Whart, London, E14 £4HB, UK
Tel (42420774 18 B2 00 Fawi4a-200 74 1335 4%
E-mal: malifi=mea.culnt  hupiewwemsasint
OEMEA 2008 Regiosucios andur Sintlslion of hs Sotunent & suttassad Iof non comsescil puiposes onky rovided the EMEA & scthoaimiged

7 Westemy Circus, Canary Whart, Londan, E12 £HB, UK
Tel (4£-20074 18 8400 Fax (44-200 T4 15 65 45
E-mal: malifiiemea.su. il ML i i}
WEMER 2006 Rasindusion asdiar datibotion o e Secusin] & wulbodsad ol nos oS pupses snlf siovded he EMES & esfoeliniged




COMMISSION OF THE EUROPEAN COMMUNITIES

Brussels, 16.11.2005
COM(2005) 567 final
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Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on advanced therapy medicinal products and amending Directive 2001/83/EC and
Regulation (EC) No 726/2004

31.5.2007: Council approval in 1st reading

25.4.2007: Vote in the European Parliament



Advanced Therapies

The proposal covers all advanced therapy products

Cell Therapy Gene Therapy

SOomatic cellftherapy: (Senertherapymedicinal issueengineered
medicinaliproducts ProdUCcts Oroducts




Nanotechnologies



http://www.autoweblog.de/50226711/images/The

Significant new technologies emerged...

Pharmaco-
genomics

Proteomics

Molecular
modelling

Functional
genomics

Transgenic
animals

Bio-
informatics

Chem-
informatics

In silico
experiment-
ation
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Conclusions

e Le systeme européen
- n’intervient pas dans le prix du médicament
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Message Routing

Organization C Organization D

Organization E

Organization A










Figure 2. THE Status oF Current Mepicines: Conminuous NEep For MEDICINES INNOVATION

HIV / AIDS

Tuberculosis

Malaria

Childhood Diseases

Respiratory Infections

Cancers

Neuropeychiatric Disorders
Cardiovascular Diseases
Diabetes

Respiratory Diseases

Prevention Treatment

I <:f- and efficient medicines | Increasing drug resistance

Source: Various WHO and industry sources




Ficure 3. BENEFITS OF SELECTED MEDICINES IN THE TREATMENT OF CarDiovascuLAR DISEASES

* 23% reduction in long-term risk of death
* |mprove bypass operation survival rates

* 22% reduction in risk of death from heart attack and stroke
ACE Inhibitors * 30% reduction in stroke events
* 29% reduction in coronary heart disease events

* 39% reduction in stroke events

Calcium Antagonists o : :
tag * 28% reduction in major cardiovascular events

* 30% reduction in risk of death
* B80% reduction in risk of heart attack
* 17-30% reduction in stroke events

* 72-87% reduction in risk of death when using a combination
of anti-platelers, beta blockers, ACE inhibitors and statins

Combination Therapy

Source: adapted from NERA, The human And Economic Value of Pharmaceutical innovation and Opportunities for the NHS. A Report for the ABPIL
May 2004; Blood Pressure Lowering Treatment Trialists’ Collaboration, Effects of ACE inhibitors, calcium antagonists, and other blood-pressure
drugs: results of prospectively designed overviews of randomized trials. The Lancet, bl 256, 2000.




Box 9. Europe's Negative PrecepeNT: ConTROL overR HEALTHCARE INFRASTRUCTURE LimiTs AccEss TO INNOVATION

More than 2.5 million asthmatics in Germany receive no proper treatment.

Despite cardiovascular diseases being Europe’s major cause of death, in Germany 74 percent, in the UK 77
percent and in ltaly 83 percent of all eligible patients do not receive up-to-date treatment for high
cholesterol.

In France, less than 50 percent of multiple sclerosis patients eligible for treatment with beta interferons
actually receive it.

In the UK, in 1997 only one in fourteen breast cancer patients, clinically eligible for the newest type of
medication, received it.

Schiiffski 0., Diffusion of Medicines in Europe. University of Erlangen-Nuremberg, 2002




Figure 14. Numeer oF Compounps IN DeveLormenT BY MaJsor Disease CATEGORIES

Sense organ disorder
Digestive diseases
Respiratory diseases
Diabetes

Musculoskeletal diseases
HIV/AIDS™

Cardiovascular diseases

Infectious diseases +
Respiratory infections™

Neuropsychiatric diseases

Cancers

A 100

* Excluding HNVFAIDS; including 61 vaccines. ™ Including 15 vaccines

Source: PRRMA, Medicines in Development Surveys 2003/2004.
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