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Selection Criteria

Study periods

¢ 2006: 01-06-2005 te 31-09-2006

¢ 2004: 25-02-2003 to) 31-05-2005

¢ 2003: 01-08-2002 te) 24-02-2003

Include

¢ All'centralised procedures with eutcome in study peried
Exclude

¢ Double-applications, WHO epinion

Use average scores Ifi 2 rapporteurs completed
guestiennaires

Graphi Kernel density estimates, non-parametric test
(Kruskal-\WWallis);, logistic regression




Results

® Included products (2006)

& 64 products (positive, negative or withdrawn)
® Excludea

¢ 10 Double-applications, WHHO epinion
® Outcome

2003 2004 2006
Negative (%) 9/(26) 7(23) 17 (27
Positive (%) 26/(74) 24/ (77)  47.(73)
Alll (%) 35 (100) 31 (100) 64 (100)




Compliance

NoO. 20031 2004 2006 Total
applications (N=35)(N=31)(N=64)(N=130)

=1 form (%) 100 97 04 O
2 forms (%) 37 76 /5 78




Product Characteristics

2003f 2004 2006 Total
(N=35) (N=31) (N=64) (N=130)

PartA/B. A O(26)  6(19) 18(28) 33(25)
26(74) 25(81)  46(72)  97(7S)

B

ATC L 14(40) 6(19) 11(17) 31(24)
J 6(17) 7(23) 13(20) 26(20)
A 5(14)  4(13) 8(3) 17(13)
N 13) 7(23) 6(9)  14(11)

Other  9(26)  7(23) 26(41) 42(32)




Product Characteristics

20031 2004 2006 @ Total

(N=35) (N=31) (N=64) (N=130)

Orphan Yes 10(29) 8(26) 15(23) 33(25)
No  25(71) 23(74) 49(77) 97(75)

Scientific Advice Yes 8(23) 11(35) 22(34) 41(32)
No 27(77) 20(65) 42(66) 89(68)




Global Score (AllFYears, N=130)
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Glehal Score by Period

P=0.1703

2 4 6 8

Global score per questionnaire (all questions)




Score Part ofi Dessier by Peried

" Quality
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P=0. 5785
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Overview by Period

The scientific overview was sufficiently critical

Non-clinical " Clinical

P=0.0078
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Glehal Score by ATC Code

P=0.3732
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Global score per questionnaire ?all questions)




Score Part off Dessier by Orphan Desig.
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Trend in Clinical Score by Onphan

2003 2004 2006

——Non-orphan
——Orphan

P=0.0326 P=1.0000
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Part A (Blepharmaceuticals)

New Chemical Entities Biopharmaceuticals
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Glehal Score and Clock-stop
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Score Part of Doessier by Outcome

Quiality w Non-clinical § Clinical

e — Positive
Neg. Withdr.

P=0.0022 . P=0.0001
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Outcome
Multivariate logistic regression

OR 959% C.|

2003] Clinicall score 1.27 107 1.51
Orphan 52 12 2.32
2004 Clinical score 1.56 1,17 2.08
Orphan 11 10)i .85
2006 Clinical score 1.27 1,12 1.43
Orphan 45 12 1.66

All' Clinical scere 1.31 1.20 1.44
Orphan .36 15 .85




TThe 2007 trends

® Confirm 2005 analysis
® Geod compliance
® AVerage scores are stable over time
& VIajority satisfaction
® [ow scores associated with
¢ Biophamaceuticals (@)
¢ Orphan preducts (C), trend reversing?
¢ Clocksiop, Negative eutcome

® High clinical score and non-erphan statusare
associated with' pesitive outcome
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