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Interaction between Committees

27 EEA Member States

+ 3,000 European experts EU institutions:

Commission - Parliament

EMEA

Secretariat




Interactions between Committees

e PDCO-CHMP: regular meetings of Chairs,
"Informal", CHMP members at PDCO

e COMP-CHMP: regular meetings of Chairs,
"Informal", CHMP members at COMP

e SAWP: members from COMP
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Scientific Advice and Protocol Assistance 2002-2008

Total SA/PA

Protocol
Assistance




Scientific Advice and Protocol Assistance 2002-2008
By ATC codes

O J General anti-infectives for
systemic use
m B Blood and blood forming organs

O R Respiratory system

O V Various
3% 10%

W A Alimentary tract and metabolism

O H Systemic hormonal preparations,
excluding sexhormones
m C Cardiovascular system




Scientific Advice

SAWP Chair — presents ~6 advices at CHMP meeting

CHMP members — >1 thorough peer-review / each main advice

comment during SAWP presentation at CHMP meeting

CHMP / EWP Chairs — attend SAWP meeting to summarize CHMP decisions
with ciritical impact on SA’s
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Proportion of MAAs that received SA
(by outcome year)

SAgiven

2006 (n=50) 2007 (n=59) 2008 (n=70)



Does compliance with SA influence the outcome?

MAAs between 2004-2007

192 MAAs with an outcome
o Positi\./e opir?ic.)n—140 (72.9%) ’} 52 (27.1%)
* Negative opinion — 10 (3.2%)




Does compliance with SA influence the outcome?

The 72 MAA outcomes with SA (2004-2007) were assessed
concerning compliance with:
— Choice of primary endpoint
— Choice of comparator
— Statistical analyses




SA compliance and MAA outcome

adviceé compliance * outcome ratios
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MAASs: outcome 2008 (jan — nov)
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— Members still state relative priority
— Collated by EMEA Secretariat
— Proposal made by CHMP Chair




Rapporteurship appointment

= Once eligibility confirmed and if submission within
6-months, appointment of Rapporteurs and their assessment
teams take place

= CHMP Secretariat sends list of products requiring Rapporteurs
appointment at the next CHMP meeting to all CHMP members

= Within 2 weeks CHMP members asked to express their
interest and provide details regarding their proposed




Rapporteurship appointment (2)

EMEA internal review of the nominations received
Filter information received and propose draft outcome

No linkage/exclusion due to role as Scientific Advice
Co-ordinator

Discussion of draft outcome with CHMP Chair on Monday
CHMP week

CHMP Chair makes final proposal according to objective




Rapporteurship appointment

80

Rapporteurs appointment
Oct 2006 - Jan 2009

O Total
B Rapporteurship
O Co-Rapporteurship

70 1

60

50 1

M
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Role of the Peer Reviewer

= Appointed at the same time of Rapporteurs but detail not
shared with applicants

= To contribute to quality assurance of the List of Questions
= Peer Review may encompass whole or partof Q/S/E

= Peer Reviewer systematically address
v’ Extent to which scientific argumentation supports proposed LoQs




What is the CHMP Peer Review?

80 80-100 100 112 115 120
Reports Peer Comments Tele- Draft CHMP Adopts
Review conference  [Eele! LOQ

e CHMP members and scientific secretariat
review the rapporteurs’ reports

— Content, consistency, format




Peer review appointment

@ Apr 05 - Sept 06
m Oct 06 - Jan 09
O Total

Peer Review
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Interaction with Rapporteurs

 Pre-submission
* national advice
» after appointment

« Day 0-120




A few thoughts....

« when (during CHMP week?)
« "clarification” meetings
» advice before OE
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Review and Learning Project on RMP

. Objectives . ngjtle%?i?/ gsroposed to meet the
— To learn from experience to - EMEA I?'/Ell(J l\éﬁsgenzjeqt team d’[o takeI tthetlead forRMP
. revisit o uideline and template, to ma
remedy PrOblemS' implementation in Ig/lem_ber States, ar?d to arrangg
. Quallty/completeness of interactive workshop with Industry.
AL T — A joint CHMP, PhVWP, CMD(h) and EMEA drafting
 Post-authorisation group to 3e estabblis:[hed atnd to ;jraft_ recotmme(;ldations
' on procedures, best practices, training etc and on
Safety Studies appproaches for invoI\F/)ement of exper‘[?se, advice, etc.




Risk minimisation Plan
If additional risk minimisation activities is needed

- Should list safety concerns for which risk
minimisation activities is needed

- Should include both routine and additional risk
minimisation activities




Risk Management Plans
from 01/09/2005 — 31/10/2008

Additional

Po§it_ive RMP Risk min
Opinions o
activities

New Marketing
Authorisations




Update to the EU-RMP

The EU-EMD is a living document

 updated throughout the lifecycle of the product

» safety specification will change over time

+ results from other clinical trials
+ results from studies in PhV Plan
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Evolution of Remicade (EU):
Efficacy
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FDA panel DDL
L h ymp
3rd line therapy ympnoma ]
Delayed
st | CHFDDL _ vascultis tivi
TB education CHF DDL vasculitis ] Hypersensitivity

serum sickness, PSUR9
TB/infections | pericardial effusion heart failure

alert card _ Dinv Letter
l pneumonitis hematological AE

/fibrosis l l
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ENCePP project (ENEGPD;

European Network of Centres for Pharmacoepidemiology and Pharmacovigilance

e 87 partner organisations (56 partners in 2007)
e in 21 European countries




ENCePP project ENGPP.

European Network of Centres for Pharmacoepidemiology and Pharmacovigilance

e ENCePP Implementation Advisory Group (ENCIAG):
Advisory Group of 11 experts from academia, regulators (NCAs,
CHMP, PhVWP) and learned societies

e 4 ENCePP Working Groups (WG)
Core Objectives 2009:

http://www.encepp.eu/




Thank you for your attention




