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Annex 3: Synopsis of ongoing and completed clinical trial programme













Design
Study description No of subjects Study Estimated/actual
Study no. Countries duration completion date

AD-4833 406 Meta-analysis of RCT data Meta-analysis May 2011
on bladder cancer




Annex 4:

programme

Synopsis of ongoing and completed pharmacoepidemiological study

Study No. or Identifier

Description

Study design
No. of patients
Duration of follow-up

Estimated/actual
completion date

(dates when interim and
final study reports are
expected)

01-03-TL-OPI-524

Prospective cohort study of

the incidence of bladder
cancer in KPNC patients
exposed to pioglitazone vs
patients not exposed to
pioglitazone

Observational

First, second, and third
interim analyses have
been completed and
submitted (Aug 2005,
Aug 2007 and Dec 2009
respectively). Multiple
additional analyses are
planned; the last will be
submitted in 2012.

01-03-TL-OPI-524

Nested case-control study
of the incidence of bladder
cancer in KPNC patients
exposed to pioglitazone vs
patients not exposed to
pioglitazone (a)

Observational

First interim analysis:

l

Second interim analysis:

First and second interim
analysis submitted in July
2006 and December
2009, respectively.
Multiple additional
analyses are planned; the

last will be submitted in
2012.




Estimated/actual

Studv desi completion date
udy design (dates when interim and

No. of patients final study reports are

Study No. or Identifier Description Duration of follow-up expected)




Annex S: Protocols for proposed and ongoing studies in pharmacovigilance plan

KPNC bladder cancer cohort study and KPNC bladder cancer nested case-control

Meta-analysis of bladder cancer (AD-4833-406)




Annex 6: Newly available study reports
KPNC bladder cancer cohort study and KPNC bladder cancer nested case-control

PROactive Extension study report

Meta-analysis of bladder cancer (AD-4833-406)







Annex 8: Details of proposed educational programme
Proposed Direct Health Care Professional communication.

































































































































































































































































