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Agree

Agree
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Agreement

120 days RMS 
to prepare AR

Draft AR
SPC, PL, 
Labelling

30 days for 
RMS/

CMS to issue 
National MA’s

Serious risk 
to public 

health

90 days CMS to 
approve

REFERRAL
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Mutual Recognition Procedures finalised in 2007 
(tot: 441)

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

Informed Consent
(Article c Directive
2001/83/EC)

Bibliographic
(Article 10 a
Directive
2001/83/EC)
Generic (Article 10.1
and 10.2 Directive
2001/83/EC)

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

Hybrid (Article 10.3
Directive
2001/83/EC)
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Decentralised Procedures finalised in 2007 
(tot: 392) Full dossier (Article

8.3(i) Directive
2001/83/EC)

Informed Consent
(Article c Directive
2001/83/EC)

Bibliographic
(Article 10 a
Directive
2001/83/EC)
Generic (Article 10.1
and 10.2 Directive
2001/83/EC)

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

Hybrid (Article 10.3
Directive
2001/83/EC)

Similar Biological

Decentralised procedures finalised in 2007 per RMS

CZ, 3

PT, 1

DE, 88

BE, 1
FR, 3

PL, 2

AT, 6

DK, 86NL, 106

SE, 28

FI, 8
NO, 1

UK, 59

27%

15%

7%

22%

22%

Mutual Recognition Procedures finalised in 2007 per 
RMS

UK, 29

NO, 2
IT, 1

FI, 42

SE, 62

NL, 123 EE, 3

DK, 48

HU, 3

CZ, 12

PT, 7

IE, 10

FR, 21

SK, 1AT, 4

ES, 3

DE, 65

IS, 5

28%

15%
10%

14%

11%

7% 5%
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� The Co-ordination Group started in November 2005.

� Truus Janse-de Hoog, Medicines Evaluation Board 
(NL), Chair of the CMD(h) 

�Vice-Chair appointed by the MS which has the 
Presidency of the Council of the EU.

� The Group is meeting on a monthly basis at EMEA.

� The Rules of Procedures and Guidance Documents
published on the HMA website (http://heads.medagencies.org/)

� Sub-groups/Working Groups: Harmonisation of SPCs, CTS
WG (h+v), Joint CMD(h)/PhVWP WG
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Auto-immune disease and
Other immune dysfunctions 

Viral 
diseases

AIDS Cancer Neurodegenerative 
disorder

Diabetes
-Recombinant DNA 

technology
-Controlled gene 

expression
-Monoclonal AB

Reg. 2309/93

“8 + 2”

Orphan Med Prod
NAS / “known” AS

Reg. 726/2004

NAS

NAS /
“known”

AS?
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New Active 
Substances 

Significant 
Innovation

-Therapeutic 
&/or 

Scientific
&/or 

Technical

Interest of 
Patients at
Community 

Level

Art. 3(2)(a) Art. 3(2)(b)

OR

Art. 3(2) of Regulation (EC) No 726/2004
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“ 8 + 2 “

“known” AS

“0” vs “8 + 2”
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27 EEA Member States
+ 3,000 European experts
27 EEA Member States

+ 3,000 European experts
EU institutions:

Commission - Parliament
EU institutions:

Commission - Parliament

Committee for Orphan
Medicinal Products

(COMP)

Committee for Orphan
Medicinal Products

(COMP)

Committee for Herbal
Medicinal Products

(HMPC)

Committee for Herbal
Medicinal Products

(HMPC) EMEA 

Secretariat

EMEA 

Secretariat

Committee for Veterinary
Medicinal Products

(CVMP)

Committee for Veterinary
Medicinal Products

(CVMP)

Management BoardManagement Board

Committee for Human
Medicinal Products

(CHMP)

Committee for Human
Medicinal Products

(CHMP)
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Committee for 
Advanced Therapies

(CAT)

Committee for 
Advanced Therapies

(CAT)

Paediatric Committee
(PDCO)

Paediatric Committee
(PDCO)
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Quality Review of DocumentsQuality Review of Documents

ScientificScientific AdvisoryAdvisory Groups Groups 
(SAGs)(SAGs)
-- HIV/Viral HIV/Viral DiseasesDiseases
-- AntiAnti--InfectivesInfectives (not HIV)(not HIV)
-- CardiovascularCardiovascular
-- Central Central NervousNervous SystemSystem
-- DiabetesDiabetes & & EndocrinologyEndocrinology
-- DiagnosticsDiagnostics
-- OncologyOncology

+ specific ad+ specific ad--hoc working groups or hoc working groups or 
subgroup   meetings when neededsubgroup   meetings when needed

CHMP

Blood Products Blood Products 

Biological Biological 

Safety Safety 

Quality Quality 

EfficacyEfficacy

PharmacovigilancePharmacovigilance

Scientific Advice Scientific Advice 

Gene Therapy WPGene Therapy WP-- Cell Cell 
based therapy based therapy 

Vaccines Vaccines 

BiosimilarBiosimilar

PharmacogeneticsPharmacogenetics

'����7��-����������
'����7��-����������

Rapporteurs appointment 

Oct 2006 - Oct 2008
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UK DE NL SE ES FR DK PT IE BE HU FI IT AT NO EE SL LT PL CZ GR

Total
Rapporteurship
Co-Rapporteurship
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Jean Marimbert

NCAs

EMEA

European 
Commission

EU Parliament + 
Council 

EU

Public
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�'����;������
�'����<<

Patients

Health Care 
Professionals

R&D Pharm
Industry

Disease Science
Academia
Industry 
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1. Animal Testing 
GLP

2. Clinical Trials
GCP

3. Compassionate 
Use Programme

4. Production Facilities
• Active Substance
• Finished Product

GMP

5. National MA
+ve risk/benefit / SPC label +leaflet

6. Distribution Wholesalers/pharmacies
Parallel imports, Inspections 

7. Advertising Controls
Rx and Non Rx

8. Independent 
Information 

Sources

9. HCPs Prescribing
Re-imbursement

Pricing
substitution

10. Health Technology
Assessment

NCA

1. Animal Testing 
GLP

2. Clinical Trials
GCP

3. Compassionate 
Use Programme

4. Production Facilities
• Active Substance
• Finished Product

GMP

5. National MA
+ve risk/benefit / SPC label +leaflet

6. Distribution Wholesalers/pharmacies
Parallel imports, Inspections 

7. Advertising Controls
Rx and Non Rx

8. Independent 
Information 

Sources

9. HCPs Prescribing
Re-imbursement

pricing
substitution

10. Health Technology
Assessment

EMEA

GDP WP 

EPARs
CHMP 
ARs

GCP WP

SAWP
EudrACT
GCP WP
SAWP

PhVig WP, 
Eu.vig DB

EudraVig
EudrACT
EuPharm

CMD(h)
QSE WP 
Referrals

GMP WP, 
Eudra 
GMP
DB

CHMP

CU Op


