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Plan

• Committee

• PIP submissions

• PDCO assessment

• Perspectives

Achievements & Challenges
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COMPOSITION:

5 CHMP members
+

1 member per Member State 
not yet represented

+
6 members from families 
& HCP associations

Each member has an alternate

PDCO PDCO 
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COMPOSITION:

5 CHMP members
+

1  members per Member State 
not yet represented

+
6 members from families 
& HCP associations

Each member has an alternate

PDCO PDCO 

Link with CHMP reps!
1 Missing … Alternates
No Family, HCP rep yet!
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Adopted Nov. 23  2007
Updated April. 21 2008

Waiver List
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Oncology

Pancreatic cancer

Hepatocellular carcinoma

Gastric carcinoids

Colon and rectum cancer

Bladder cancer

Liver and intrahepatic bile duct cancer

Kidney and renal pelvis cancer

Melanoma of the skin

Stomach cancer

Trachea and bronchus cancer

Chronic lymphatic and chronic myeolotic leukaemias

Cervic uteri cancer

Follicular lymphoma
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Plan

• Committee

• PIP assessment, 
Scientific grounds

• PDCO assessment

• Perspectives

Achievements & Challenges
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Main Questions…

Has the candidate medicinal product:

1. any interest for children?

2. in which condition(s)?

3. in what age range(s)?

4. under which form(ulations)?
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Examples

• HTA in children SBP, DBP, MBP???

• Statines: require VWThickness? Blood Flow? 
In the absence of..morbidity, mortality? 
Claim in indication?

• Cancer: PFS? QoL?

• Paediatric Diabetes study design?

-add-on therapy on top to metformin/compared to 
metformin?

-non-inferiority design (sample size)

or

superiority design against placebo/diet with 
metformin as internal control?

Coordination & Collaboration

Ef
fic
ac
y
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Growth

Expertise for Paediatric Drug Development

Maturation

Sa
fe
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Achievements
Ongoing submissions
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Achievements
Opinions
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PIP applications

EMEA received after 9 months of activities
(by submission deadline 14.04.2008) 

Number of indications covered

in the requests for PIPs or waivers: 361

including full waivers

for the paediatric development

for the whole indication 45

but considering for partial,

- waiver or

- deferral or

- ‘kick-off’

as an average 4 age classes :

- prematures/neonates
-infants 

- toddlers/school-age children

- teenagers or adolescents

Coordination & Collaboration
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PIP Distribution

Article 7

New medicinal products  (not yet authorised) 124 63% 

Article 8

Medicinal product under patent 68 34%

Article 30

Off-patent medicines developed specifically 

for paediatric use

with an appropriate formulation 6 3%

Coordination & Collaboration
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Areas covered by PIPs /waivers        %

• Neurology 12

• Gastroenterology-Hepatology 10

• Pneumology – Allergology 8

• Infectious Diseases 11

• Cardiovascular Diseases    14

• Endocrinology-Gynaecology 18

• Immunology–Rheumatology 4

• Oncology 11

• Vaccines 3
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PDCO PDCO interactionsinteractions CHMP CHMP WPsWPs

Non-clin Phase 1 Phase 2 Phase 3 Post approval

CHMP

Investigation Plan
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EWP Group PK
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PDCO Activities A team approach
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Conclusion

• Workload as expected, even more…

• Timely Deliverables at the cost of…

• Fantastic Team Work at the EMEA!

• Continuous Motivation to act for ‘free’

• Renewed Expertise to assess Novel Fields

• Need to simplify, clarify & dialogue
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Conclusion

• Fantastic Team Work

• Workload as expected, even more…

• Timely Deliverables at the cost of…

• Continuous Motivation to act for ‘free’

• Renewed Expertise to assess Novel Fields

• Need to simplify, clarify & dialogue
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PDCO Activities A team approach

Coordination & Collaboration
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Expertise & Efficiency


