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This response is in two parts: 
 
Part 1.  General comments not specifically addressed by the questions (Annex B) but which were 
covered in the presentation made to the Cooksey team (17/07/2006) 
 
 
Part 2.  Answers to the Annex B questions.  
 
 
Part 1.   General comments 
 
1. Data richness is the key 
 

In bringing medicines and technologies, using the UK as a key research centre, to market  
…..and in ensuring patients get best treatments….. 
…..and that the health service gets value for money…. 
…..and as a consequence there is UK health…. 
…..and  wealth 

 
…the .Pharmaceutical industry cannot be too data rich 

 
The UK health data bank, as exemplified by GPRD, is already one of the richest  
in the world….. 
….upon which to build, now, as a platform for that which SUS (Secondary Uses Service) can 
additionally deliver…. 
….and in so doing reap early, earlier rewards in both health and wealth 

 
 
 
2. Available now, use now, build on via SUS for later 
 
 

Other countries are already building their own new health IT system as well as data banks and 
biobanks. 
What they do not have is, as with GPRD, the historical data, the history of its use and the 
experience, to be major players, now. 

 
 
3. Maximise and extend the existing links between the Pharmaceutical Industry and GPRD with regard 
to the availability of UK/NHS data. Additionally bring together the different data groups (1) Clinical Trials 
and (2) Epidemiology/pharmacoepidemiology (Drug safety, outcomes, risk management, economics, 
biogenetics/genomics.  
 

The GPRD group already has extensive links with global Pharma via their departments 
associated with drug safety, outcomes, economics and risk management. The NHS and 
academic centres have equivalent contacts with the clinical trial departments. A synergistic 
effort would be of benefit. 

 
 
4. Incentivise additional UK based pharmaceutical research by enabling and promoting methodologies 
that the UK system of healthcare delivery / existing and developing IT systems can uniquely enable or, 
where there is an established lead. 
 
 

Phase 4 randomised database studies (PROBED) (see  page 7 for more details) are 
essentially a methodology for which the UK system of healthcare delivery and existing and 
future IT system are ideal. These studies can play a major part in rapidly ensuring that 
medicines available in the UK and elsewhere are safe and effective in real world use. 

 
 

The GPRD group has also, been researching a new methodology to more rapidly predict the 
risk benefit profile of new medications (see page 6 for more details). Such a methodology 
requires access to a significant volume person specific healthcare data that can be enabled by 
the SUS.
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l m
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at
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 re
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 c
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f d
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 b
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, d
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, d
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 p
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 b
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R
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f d
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 b
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 b
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 b
en

ef
it 

of
 

m
ed

ic
at

io
ns

 a
t t

he
 p
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( d
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 m
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 c
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 d
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 p
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R
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e 
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O
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n 
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n 
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us
e,

 in
 th
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 d
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a 
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 p
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 b
e 
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n 
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w
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 c
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w
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e 
dr

ug
 p
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s 
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R
O

B
E

D
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 c
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ct

ed
 

ad
di
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 c
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ra
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 D
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 m
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 p
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 c
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 b
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 c
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 d
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 d
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 p
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 In

 y
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r e
xp

er
ie

nc
e,

 h
ow

 
ha

ve
 th

e 
re

su
lts

 o
f p

ub
lic

ly
 

fu
nd

ed
 h

ea
lth

 re
se

ar
ch

 in
 th

e 
U

K 
be

en
 u

se
d,

 b
ot

h 
in

 th
e 

de
ve
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pm

en
t o

f n
ew

 tr
ea

tm
en

ts
 

an
d 
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 in

flu
en

ce
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ng

e 
w

id
er
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y 
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d 
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ac
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re
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w
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en
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l r
es

ea
rc
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d 
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he
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t b
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 d
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H
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m
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ev
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C
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R
D

 d
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ha
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m
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K
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m
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 c
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r o
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lth
 

fro
nt

s.
 In

cl
ud

in
g.
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H
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 p
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at
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 d
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w
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 p
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ie
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ed
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 d
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en
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ep
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an
t d

ru
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lu
di

ng
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tiv
e 

se
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n 
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up
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 b
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m
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ed
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in
es

 
E

xp
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ki
ng
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ro

up
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n 
th
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fe
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 o
f S

S
R
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 to
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e 
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en
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w
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ng
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m
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 b
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in
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 d
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d 
ap
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in
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lu
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at
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n 
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 ri
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 c
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t d
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 p
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op
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w
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e 
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f t
he

 c
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et
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 th
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ug
s.

 In
 o

rd
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 e

va
lu

at
e 
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e 

im
pa
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 re
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se
d 

ad
vi
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M
H

R
A
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 c

ur
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nt
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er
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ki
ng
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g 

G
P

R
D

 d
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th
e 
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m
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g 
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ug

s.
 B

y 
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m
pa
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e 
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s 
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nt
 p
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at
io

n 
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in
g 

C
O

X
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 in
hi

bi
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rs
 p

rio
r t

o 
th

e 
ne

w
 w

ar
ni

ng
s 

w
ith

 th
at

 
re

ce
iv

in
g 

su
ch

 d
ru

gs
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fte
r t

he
 in

tro
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io

n 
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 th
e 
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se
d 
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ce
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H
R

A
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ill
 b
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 e
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h 
w

he
th

er
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r n
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 th
e 
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vi

ce
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 b
ei
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w

ed
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nd
 

co
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id
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 w
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th
er

 a
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iti
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al
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n 
m
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 b
e 
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O
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re
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 u
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d 
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te
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o 
m

in
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e 

th
e 

pu
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ea
lth
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 B

el
l’s

 p
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w
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g 
a 

st
ro

ng
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ig
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l o
f a

n 
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so
ci

at
io

n 
be
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e 
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la
r f
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m

 o
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en
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 v
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ci
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en
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-
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sa

lly
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 B

el
l’s
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 n
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ro
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ca

l c
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di
tio

n 
w

hi
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su

lts
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 fa
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al
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th

e 
G

PR
D
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d 
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 in
ve

st
ig

at
e 

w
he

th
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 s
uc

h 
an

 a
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oc
ia

tio
n 

ex
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te
d 

fo
r 

th
e 

in
flu

en
za

 v
ac

ci
ne

s 
us

ed
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e 

U
K

, w
hi

ch
 a

re
 

gi
ve

n 
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 in
je

ct
io

n 
(p

ar
en

te
ra

lly
). 

Th
e 

st
ud
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hi
ch

 
w
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 c

ar
rie

d 
ou

t b
y 

th
e 

M
H

R
A

 in
 c

ol
la

bo
ra

tio
n 

w
ith

 th
e 

H
ea

lth
 P

ro
te

ct
io

n 
A

ge
nc

y,
 fo

un
d 

no
 e

vi
de

nc
e 

of
 a

 li
nk

 
be

tw
ee

n 
pa

re
nt

er
al

ly
-a
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te

re
d 

in
flu

en
za

 v
ac

ci
ne

s 
an
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B

el
l’s

 p
al

sy
. T
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 la
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 o

f a
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oc
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tio
n 

de
m

on
st
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te

d 
by

 th
e 

re
se
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ch
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ea

nt
 th
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 th

e 
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ig
in
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si
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al
 c

ou
ld

 b
e 

di
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ou
nt

ed
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nd
 th

e 
an

nu
al

 in
flu

en
za

 
va
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in

at
io

n 
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m
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ig
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 in
vo
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in

g 
ov

er
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 m
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tie

nt
s,

 c
ou

ld
 b

e 
co

nt
in

ue
d 

w
ith

 c
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fid
en

ce
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vi
ce

s 
(G

M
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st
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ur
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e 

pr
ac
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e 
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tio
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s 
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-e
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m
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at
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n 
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 d
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el
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n 
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d 

un
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he
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K
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M
S 
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ra
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d 
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00
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an

ce
s 

in
 s

ci
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ru

g 
de
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t a
nd

 d
ru

g 
lic

en
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ng
 re
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ry
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ro
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an

d 
w
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n 

pr
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 c
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ed
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 th
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go

ld
 s
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nd
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H

ow
ev

er
 s

uc
h 

st
ud

ie
s 
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e 

ru
n 

in
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m
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d 
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pu
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tio
ns

 
w

ith
 e

xt
en

si
ve

 e
xc

lu
si

on
 c

rit
er

ia
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fte
n 

re
st

ric
te

d 
to

 a
 

si
ng

le
 d

is
ea

se
, a

 s
in

gl
e 

tre
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m
en

t a
nd

 in
 re

st
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te
d 

ag
e 
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Th

e 
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ke

 o
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 is
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se
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 th

e 
re
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w
or

ld
, p

os
t l

ic
en

si
ng

, w
he

n 
dr

ug
s 

ge
t u

se
d 

in
 a

 fa
r 

m
or

e 
va

rie
d 

ty
pe

 o
f p

at
ie

nt
 p

op
ul

at
io

ns
 o

f a
ll 
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ki
ng

 a
 n

um
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r o
f m

ed
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at
io
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 a

nd
 h

av
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g 
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m
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bi
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tie
s.

 A
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iti
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al
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e 

nu
m

be
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 o
f p

at
ie

nt
s 

ta
ki

ng
 d

ru
gs

 is
 o

f o
rd

er
s 

of
 m

ag
ni

tu
de

 g
re

at
er

 th
an

 in
 

th
e 

cl
in

ic
al

 tr
ia

ls
 s

o 
m

ea
ni

ng
 th

at
 e

ve
nt

s 
ra

re
r t

ha
n 

ab
ou

t 1
 in

 3
00

0 
m

ig
ht

 n
ot

 h
av

e 
be

en
 d

et
ec

te
d 

in
 th

e 
cl

in
ic

al
 s

tu
di

es
. D

et
ec

tio
n 

of
 s

uc
h 

ev
en

ts
 o

ut
si

de
 th

e 
cl

in
ic

al
 tr

ia
l s

ce
na

rio
 is

 a
bo

ut
 u

si
ng

 a
 c

om
bi

na
tio

n 
of

 
hy

po
th

es
is

 g
en

er
at

io
n 

m
et

ho
do

lo
gi

es
 (T

he
 Y

el
lo

w
 

ca
rd

 S
ys

te
m

) I
t i

s 
in

 th
is

 w
or

ld
 th

at
 w

e 
ne

ed
 to

 
un

de
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nd

 th
e 

ris
k 

be
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fit
 p
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fil

e.
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 la
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e 
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m
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f p
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un
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r n
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m
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 e
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. I
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m

pa
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 d

ru
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ha
rm

ac
ov

ig
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ou
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om

es
/d

ru
g 

ef
fe

ct
iv

en
es

s/
ut

ilis
at

io
n 

re
se

ar
ch
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ph

ar
m

ac
oe

co
no

m
ic
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S
uc
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re
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 th
e 
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