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Scientific Advice (questions 1 to 8)
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Accelerated Assessment (questions 9 – 12)

� 16 requested accelerated assessment 25% [05/06 = 
33%]

� 6 granted accelerated assessment [05/06 = 5%]
� 2 approved under accelerated assessment (3%) 

[05/06 = 5%] (4 converted to normal timetable)
� US/FDA “priority review” granted to 16 of the cohort

Comments: (free text)
� No justification for refusal
� Company “discouraged” to apply x 3



Conditional Approval/Exceptional 
Circumstances (questions 13-14)

� 6/64 approved “on condition”
� Only 2 applied for conditional approval
� 3/64 approved “under exceptional 

circumstances” – only 2 applied



Validation Q 16

� No major issues encountered during 
validation for most applications

� Helpful EMEA guidance during 
validation
06/08 scale 1-10 05/06
7.1 7.8



Initial Assessment Report (Q17/18)

Rapporteur Q17
Co-rapporteur Q18



Initial Assessment Reports Q17
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Initial Assessment Reports Q18

�� ����� ����� ����� ���

' 0#
' 0�
' 0�
,

�� ����� ����� ����� ���

' 0�
' 0�
�0&
��*

��������������������

' 0�
' 0�
�0'
' 0�

- �,��� � ��	����� . �

+ ��� �	%
� ��,� � ���� ��
- � ���� ��
. / �



��������	�
�����	�
��������� �� ��, �
�����*���
��������������������

) / 0
) / '
) / 0
*

��������������������

) / )
) / '
) / �
1 � 2

�� ����� ����� ����� ���

) / &
) / 0
) / �
) / �

� � 	 
 � �  � � � �  � � � � � � � � � � �� � 	 
 � �  � � � �  � � � � � � � � � � �� � 	 
 � �  � � � �  � � � � � � � � � � �� � 	 
 � �  � � � �  � � � � � � � � � � �
� �  � � � � � � � �  � � � � �  � � �� �  � � � � � � � �  � � � � �  � � �� �  � � � � � � � �  � � � � �  � � �� �  � � � � � � � �  � � � � �  � � �
� � � � �  �  �  � � � � � � � �  �� � � � �  �  �  � � � � � � � �  �� � � � �  �  �  � � � � � � � �  �� � � � �  �  �  � � � � � � � �  �
! " # $ � % &! " # $ � % &! " # $ � % &! " # $ � % &

3 �
�	�
1 ��*����
�
4 ���
�
- � 5



��������	�
�����	�
��������� �� ��, �
�����*����

��������������������

) / )
) / �
) / �

) / �
) / )
) / �

��������������������

) / �
) / '
) / &

) / �
) / )
) / �

�� ����� ����� ����� ���

) / �
) / '
) / �

) / �
) / &
) / �

� ' �
 � ( � � �� ' �
 � ( � � �� ' �
 � ( � � �� ' �
 � ( � � �
! �   � �  � � � � � �  � � �  � �  ) �  ! �   � �  � � � � � �  � � �  � �  ) �  ! �   � �  � � � � � �  � � �  � �  ) �  ! �   � �  � � � � � �  � � �  � �  ) �  
3 �
�	�
1 ��*����
�
4 ���
�
� ' � � � �  � � � � � � �  �  � �  �  � � �� ' � � � �  � � � � � � �  �  � �  �  � � �� ' � � � �  � � � � � � �  �  � �  �  � � �� ' � � � �  � � � � � � �  �  � �  �  � � �
� � ) � �  � � �  �  �� � ) � �  � � �  �  �� � ) � �  � � �  �  �� � ) � �  � � �  �  �
3 �
�	�
1 ��*% �
�	�
4 ���
�



- �" � � ���� �����	
����" ��	�* �	
�- 1 / ��
� � ���	���� �� �� �� ������- 1 / ��2 ������ ��

3 �� �" ��	
��������������������

�/ �
�/ �
6 �) / ��
���# � �
��
���

�
�$ ����

��������������������

) / �
) / )
0 / )

�� ����� ����� ����� ���

0 / '
) / )
0 / �

� ' ' 
 � ! � � � � �  � �  �� ' ' 
 � ! � � � � �  � �  �� ' ' 
 � ! � � � � �  � �  �� ' ' 
 � ! � � � � �  � �  �
� � � � � � � �  � � � � � � � % � * � �  � � � � � � � �  � � � � � � � % � * � �  � � � � � � � �  � � � � � � � % � * � �  � � � � � � � �  � � � � � � � % � * � �  

3 �
�	�
1 ��*����
�
4 ���
�



Compliance in the assessment with 
CHMP Scientific Advice and CHMP 

Guidance Documents
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Conclusions (1)
� 64 responses (58% of the completed 

procedures doing the survey period)
� Increasing proportion of requests for  

EMEA/CHMP scientific advice 
� Higher percentage (22%) of procedures 

ended in Rejection or Withdrawal (in 
06/08) than in previous periods

� Many free text reports of inconsistencies 
in the assessment of product information 
by CHMP, QRD/PIQ



Conclusions (2)

� More satisfaction with the rapporteur than the 
co-rapporteur, but the rapporteur score has 
fallen between 05/06 and 06/08

� NML increased the speed of decision making. 
The speed has been maintained over the last 2 
years, but satisfaction with this part of the 
procedure has dropped. Does industry have 
higher expectations?

� Scientific quality and interactiveness of the OE 
and of the SAG/expert groups are rated even  
lower than the last survey



Conclusions (3)

� Most satisfaction scores are lower than the 2005/06 
survey, particularly concerning clinical aspects of the 
assessment [scores from procedures with negative 
outcomes are mostly lower than those from positive 
outcomes]

� Perception of overall scientific quality of assessment 
has decreased again

� New programme of 2004 NML for conditional approval, 
accelerated assessment and approval under 
exceptional circumstances are used infrequently. Most 
products do not get to patients more rapidly as a result 
of these provisions


