1976-2006 2007 9 26
Tufts Center for the Study of Drug Development

Tufts University
Drug Developmant Analysis and Insight



¢

4

2

Tufts Center

for the
Study of 5
Drug Development

TUFTS UNIVERSITY






4

Tufts Center

for the
Study of 5
Drug Development

TUFTS UNIVERSITY



1970 1977 1984 1998

Tufts Center
for the e

Tufts CSDD Approved NCE Database, PhRMA, 2007 Study of

Drug Development
TUFTS UNIVERSITY







7.5

21.5%

13

8.0

30.2%

12

‘Tufts CSDD, 2007

2005

Tufts Center

for the

Study of

Drug Development

TUFTS UNIVERSITY



8

Tufts Center
for the

Study of .
Drug Development

TUFTS UNIVERSITY






FDA

FDA

“Innovation or Stagnation? — Challenge and
Opportunity on the Critical Path to New
Medical Products.” (March 2004)

10



11

Tufts Center

for the @
Study of i

Drug Development

TUFTS UNIVERSITY



FDA



\ 4
¢
\ g
\ g

13

Tufts Center
for the

Study of ‘-
Drug Development

TUFTS UNIVERSITY









16

Tufts Center
for the

Study of .
Drug Development

TUFTS UNIVERSITY



Tufts Center

for the

Study of

Drug Development
TUFTS UNIVERSITY




1985 -1989 1990 -1994 1995 -1998

O O | |
Tufts Center
for the %
:DiMasi, Paquette, Pharmacoeconomics 2004;22(Suppl 2):1-14 f;;;‘{g;ﬁvdopmt

18 TUFTS UNIVERSITY



1990-94

1995-98

Tufts Center
for the e
Study of e
Drug Development
TUFTS UNIVERSITY

DiMasi, Paquette, Pharmacoeconomics 2004;22(Suppl 2):1-14




20

Tufts Center

for the
Study of :
Drug Development

TUFTS UNIVERSITY



Volume 9, Namber 4 = July/August 2007

Tufts Center for the Study of Drug Development
TUFTSE UNIVERSITY

Impact.:..:-

ANALYSIS AND INSIGHT INTO CRITICAL DRUG DEVELOPMENT ISSUES

Follow-on drugs and indications play
key role for World Health Organization

More than 60% of drugs on Essential Drug List are follow-on drugs

B Of 240 drugs on the Essential Drug List (EDL) of the Word Health Organization
[WHO) today, 63% are follow-on drags, 49% of which received a priority rating from
the U.5. Food and Dig Administracion [FDAJ.

B More than 0% of medicines on the EDL are off-patent, low cost diugs.

W While follow-on drugs as a share of drugs on the EDL increased from 47% to 63%
since 1977, the share of follow-on indications fell from 19% to 15%.

B The number of follow-on drugs in each WHO-detined category appears to be a functon
of the category’s age: the older the category, the more follow-on diags it includes.

ebate over the value of follow-on diugs and indications continues. Cricics suggest
that many follow-on drugs and indications offer little or no benefit to patients.
Advocates couneer that these ofren otfer significant advantages, in terms of
improved etfectiveness, compliance, and patient satisfaction. To inform the dis-
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