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1.  INTRODUCTION 
 
This is the first report of GCP Inspection Metrics since the introduction of Statutory GCP Inspection 
on 1st May 2004, however, some metrics have been presented at MHRA GCP Inspection seminars in 
the past.  It is the intention of the GCP Inspectorate to issue annual metric reports.  This report covers 
the metrics period 1st April 2007 to 31st March 2008. 
 
  
2.  GCP INSPECTIONS UNDERTAKEN 
 
During the Metrics Period a total of 149 GCP Inspections were undertaken by the MHRA GCP 
Inspectorate.  The types of inspections are below.  For the 23 non-commercial sponsor inspections, 6 
were of Universities, 15 were of NHS Trusts and 2 were of charitable organisations.  The predominant 
type of inspection was that of investigator sites, due to them being associated with inspections of 
other commercial sponsors and contract research organisations.  Triggered inspections were carried 
out as a result of information received by the GCP Inspectorate, for example a serious breach report, 
and several of these were undertaken. 
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3.  INSPECTION REPORTS AND FINDINGS 
 
Reports relating only to the inspections carried out in the Metrics Period were reviewed and it is 
important to note that multiple inspections can reported in one GCP Inspection Report, for example, a 
commercial sponsor GCP Inspection Report may consist of the sponsor inspection and associated 
investigator site inspections.  Where an inspection was conducted before 1st April 2007 and the other 
associated inspections were conducted after 1st April 2007 (e.g. sponsor site then the investigator 
site(s)) the findings from the inspections conducted after 1st April 2007 (e.g. investigator site(s)) will 
be included in this metrics report, as these were inspections conducted during this Metrics Period. 
The findings reported in this document cover UK site inspections only.  The presentation of inspection 
findings are from all inspections conducted during the Metrics Period and that have been formally 
issued in a GCP Inspection Report.  The metrics data entry had an independent QC check. 
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3.1 Commercial Sponsors (Routine Systems & Study Specific and Triggered) 
 
 
A total of 29 commercial sponsors were inspected and 29 have been reported. 
 
Of the 29 inspections, 5 (17%) had at least one critical finding and 28 (97%) had at least one major 
and/or critical finding.  The number of findings per inspection is represented on the figure below.  
 

Findings per Inspection 
(1.  Commercial Sponsors)
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There were 5 critical findings from 5 separate organisations concerning breaches of subject 
confidentiality.  This related to documentation identifying trial subjects being located at the sponsor 
site without explicit trial subject consent. 
 
The figures on the following page show the distribution of Major, Other and any grade of inspection 
findings.  This identifies the areas where GCP inspectors have been making observations of non-
compliance with GCP.  
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Distribution of Major Findings
(1.  Commercial Sponsors)
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Distribution of Other Findings

(1.  Commercial Sponsors)
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Distribution of  Findings (any grading)

(1.  Commercial Sponsors)

0
2
4
6
8

10
12
14
16
18
20

Ar
ch

iv
in

g

C
on

tra
ct

s 
an

d
Ag

re
em

en
ts

In
su

ra
nc

e

D
at

a 
M

an
ag

em
en

t

IM
P 

M
an

ag
em

en
t /

Ph
ar

m
ac

y

In
fo

rm
ed

 C
on

se
nt

IT
 S

ys
te

m
s 

an
d 

C
SV

Su
bj

ec
t C

on
fid

en
tia

lity

R
ec

or
d 

Ke
ep

in
g/

Es
se

nt
ia

l
D

oc
um

en
ts

M
on

ito
rin

g

Pr
oj

ec
t/T

ria
l M

an
ag

em
en

t

Su
bj

ec
t

Sa
fe

ty
/P

ha
rm

ac
ov

ig
ila

nc
e

Q
ua

lity
 S

ys
te

m

R
eg

ul
at

or
y 

Af
fa

irs

Tr
ai

ni
ng

St
at

is
tic

s

Q
ua

lity
 A

ss
ur

an
ce

M
ed

ic
al

 W
rit

in
g

M
ed

ic
al

 O
ve

rs
ig

ht

D
at

a 
In

te
gr

ity

Su
bj

ec
t E

lig
ib

ilit
y

O
rg

an
is

at
io

n'
s 

O
ve

rs
ig

ht
of

 C
lin

ic
al

 T
ria

ls

La
bo

ra
to

ry
 F

ac
ilit

ie
s

Area

Pe
rc

en
ta

ge



GCP INSPECTION METRICS 1st APRIL 2007 – 31st MARCH 2008 (FINAL 22-10-09) 
 

Page 5 of 14
 

 
 
3.2 Contract Research Organisations (CRO) (Routine Systems and Triggered) 
 
 
A total of 20 Contract Research Organisations were inspected and 20 have been reported. 
 
Of the 20 inspections, 2 (10%) had at least one critical finding and 19 (95%) had at least one major 
and/or critical finding.  The number of findings per inspection is represented on the figure below.   
 

Findings per Inspection 
(2. Contract Research Organisations)
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There were 2 critical findings from 2 CRO organisations of this type: 
 
• There was one critical finding from one organisation for subject confidentiality, as documentation 

that identified trial subjects was at the CRO without explicit subject consent.  
 
• There was one critical finding from one organisation concerning CTA/REC approvals, where the 

organisation had failed to respond to conditions on the MHRA approval letter regarding provision 
of stability data of the IMP, therefore the approval was not valid.   

 
 
The figures on the following page show the distribution of Major, Other and any grade of inspection 
findings.  This identifies the areas where GCP inspectors have been making observations of non-
compliance with GCP.  
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Distribution of Major Findings
(2.  Contract Research Organisations)
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Distribution of Other Findings

(2. Contract Research Organisations)
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Distribution of  Findings (any grading)
(2. Contract Research Organisations)
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3.3 Non Commercial Organisations (Routine Systems and Triggered) 
 
 
A total of 23 Non Commercial Organisations were inspected.  Fifteen were NHS Trusts, 6 were 
Universities and 2 were Charities.   All have been reported. 
 
Of the 23 inspections, 11 (48%) had at least one critical finding and 18 (78%) had at least one major 
and/or critical finding.  The number of findings per inspection is represented on the figure below.   
 
 

Findings per Inspection 
(3. Non Commercial Organisations)
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A total of 24 critical findings were identified from 11 organisations inspected.  Two organisations (a 
Trust and a University) had 5 critical findings each, the remaining 9 organisations had 1 or 2 critical 
findings including one where a critical finding was identified for another (non inspected) non-
commercial sponsor during the inspection of the hosting non-commercial sponsor. 
 
A common critical finding consisted of IMP management/pharmacy and a total of 7critical findings 
were given to 7 organisations for this. Typically one or more of the following observations were made.  
 
• Evidence that formal procedure/systems were not in place or weak: 
• Regulatory Green Light, in particular for multicentre trials, but own trials also affected. 
• Lack of/inadequate QP Certification. 
• Importation and Manufacturing IMP without the appropriate Licence from Competent Authority 
• Systems to ensure pharmacy involvement/knowledge of trials being undertaken to ensure 

legislation met, input into CTA submission and review/receipt of protocol amendments to ensure 
accurate information about IMP is supplied to MHRA/REC. 

• Use of expired/recalled/non GMP manufactured IMP 
• Poor/ineffective blinding system 
• Poor accountability of IMP 
• Lack of agreements with IMP suppliers 
• Uncontrolled site to site transfer 
 
A further common critical finding was for an organisation’s oversight of clinical trials, and a total of 6 
critical findings were given to 6 organisations for this. Typically one or more of the following 
observations were made. 
 
• Lack of systems to appropriate identify trials that fall under the legislation 
• Poorly documented/incorrect sponsorship/Legal Representative arrangements 
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• Lack of R&D approval 
• Failure of R&D systems to ensure awareness of all clinical trials 
• Approval & oversight of subcontractors  
• Failure to obtain MHRA and REC approvals at all and also for substantial amendments, including 

one trial conducted that had received a grounds for non-acceptance letter from the MHRA.  
• Failure to address remarks/conditions on the CTA issued by MHRA  
• Failure to issue End of Trial notifications. 
• Little or no oversight of pharmacovigilance requirements when delegated to the principal 

investigator 
• Ensuring staff were trained in GCP/Legislation 
• Failure to report serious breaches of trial protocol/GCP to MHRA. 
 
A critical finding was given to one organisation for trial conduct as there was failure to adequately 
document the trial activities, making it impossible to verify subjects screened, consented and 
randomized; data recording was poor, there was failure to retain the necessary essential documents 
and failure to comply with legislative pharmacovigilance requirements.   
 
Do to extensive non-compliance, illustrated by numerous critical & major findings and breaches of 
legislation, a critical finding for failure to comply with Protocol/GCP compliance was given to 2 
organisations.  
 
Breaches of subject confidentiality were given as a critical finding to 2 sponsor organisations, in 
these cases, Universities, as they had received information that identified subjects without explicit 
consent from the trial subjects.   
 
Whilst subject safety/pharmacovigilance was often a major finding at non-commercial inspections 
(see next section), there were two organisations that were given a critical finding for this.  These had 
one or more of the following observations. 
 
• Lack of/ineffective systems to comply with part 5 of the legislation 
• Failure to report SUSARS 
• Incorrect/outdated reference document for expectedness assessment 
• Failure to submit Annual Safety Reports 
• Robust documentation,  data basing and follow up of SAEs 
 
A critical finding was issued for training at one organisation for complete ignorance of legislative 
requirements/GCP whilst conducting a trial in the UK. 
 
A critical finding was given specifically for CTA/REC approval to 3 organisations that were 
conducting trials without necessary approvals. 
 
The figures on the following page show the distribution of Major, Other and any grade of inspection 
findings.  This identifies the areas where GCP inspectors have been making observations of non-
compliance with GCP. 
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Distribution of Major Findings
(3.  Non Commercial Organisations)
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Distribution of Other Findings

(3.  Non Commercial Organisations)
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(3.  Non Commercial Organisations)
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3.4 Commercial Phase 1 Units/Clinical Research Units 
 
A total of 13 Commercial Phase 1 Units/Clinical Research Units were inspected and 8 have been 
reported as individual inspections, whereas 5 were an associated investigator site inspection and 
reported in the sponsor/CRO main inspection.  All of the 8 inspections with their independent report 
have been reported. 
 
 
Of the 13 inspections, 6 (46%) had at least one critical finding and 11 (85%) had at least one major 
and/or critical finding.  The number of findings per inspection is represented on the figure below.  It 
should be noted that this group contains well known commercial units with extensive experience of 
trials, including FIH trials, as well as other commercial units undertaking low risk topical IMP/ OTC 
trials and whilst their main business was clinical research, it was not of clinical trials of IMP which fall 
under the legislation. 
 
 

Findings per Inspection 
(4.  Commerical Phase 1 Units/Clinical Research Units)
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A total of 10 critical findings were reported from 4 organisations: 
 
The total critical findings were influenced by one non-compliant organisation involved in low risk trials, 
which were given a total of 6 critical findings when inspected once as a triggered inspection and twice 
as an investigator site.  Three of these critical findings (at all three inspections) were for data integrity 
as the trial data were unreliable. In addition, this organisation had a fourth  critical finding for subject 
consent from the triggered inspection, as consent forms for minors were signed by inappropriate 
individuals, there were unexplained amendments to consent forms and there appeared to be re-
recruitment of the same individuals under different names.  Also this organisation had a fifth critical 
finding for subject identification and recruitment at the triggered inspection as the inspectors were 
unable to verify subjects existed as insufficient documentary ID or other evidence was present.  
Finally, the organisation had a sixth, critical finding for false and misleading information when 
inspected as an investigator site, as data supplied to the sponsor (and subsequently to MHRA/REC) 
contained false and misleading information. 
 
Another organisation, was given one critical finding for quality systems as they had no effective 
quality system implemented.  They were given a second critical finding for data management, as 
there was a complete lack of systems and missing records for clinical trial data handling. 
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An organisation was given one critical finding for subject safety/pharmacovigilance, as they failed to 
comply with MHRA CTA approval condition relating to ALS medical cover on site post dose, putting 
subject safety at risk. 
 
Another critical finding for subject safety/pharmacovigilance for another organisation was that 
subjects had not been subject to telemetry monitoring immediately post dosing as per the 
requirements of protocol, putting subject safety at risk.  
 
The figures on the following page show the distribution of Major, Other and any grade of inspection 
findings.  This identifies the areas where GCP inspectors have been making observations of non-
compliance with GCP.   
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Distribution of Major Findings

4.  Commercial Phase 1 Units/Clinical Research Units)
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Distribution of Other Findings

(4.  Commercial Phase 1 Units/Clinical Research Units)
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Distribution of  Findings (any grading)

(4.  Commercial Phase 1 Units/Clinical Research Units)

0
2
4
6
8

10
12
14
16
18
20

Ar
ch

iv
in

g

C
on

tra
ct

s 
an

d
Ag

re
em

en
ts

In
su

ra
nc

e

C
TA

 &
 R

EC
 A

pp
ro

va
ls

D
at

a 
M

an
ag

em
en

t

IM
P

M
an

ag
em

en
t/P

ha
rm

ac
y

In
fo

rm
ed

 C
on

se
nt

C
om

pu
te

r S
ys

te
m

s 
an

d
C

SV R
ec

or
d

Ke
ep

in
g/

Es
se

nt
ia

l
D

oc
um

en
ts

M
on

ito
rin

g

Pr
oj

ec
t/T

ria
l

M
an

ag
em

en
t

Su
bj

ec
t

Sa
fe

ty
/P

ha
rm

ac
ov

ig
ila

nc
e

Q
ua

lity
 S

ys
te

m

Tr
ai

ni
ng

/S
ta

ff
D

el
eg

at
io

n&
R

es
po

ns
ib

ilit
ie

s

St
at

is
tic

s

C
lin

ic
al

 S
am

pl
e

M
an

ag
em

en
t

Q
ua

lity
 A

ss
ur

an
ce

M
ed

ic
al

/P
rin

ci
pa

l
In

ve
st

ig
at

or
 O

ve
rs

ig
ht

D
at

a 
In

te
gr

ity

Su
bj

ec
t E

lig
ib

ilit
y

M
ed

ic
al

 W
rit

in
g

C
R

F 
D

at
a 

/ S
ou

rc
e 

D
at

a

M
ed

ic
al

 E
m

er
ge

nc
ie

s:
Pr

oc
ed

ur
es

/E
qu

ip
m

en
t/T

ra
in

in
g

Fa
ci

liti
es

 a
nd

 E
qu

ip
m

en
t

Su
bj

ec
t I

de
nt

ific
at

io
n 

&
R

ec
ru

itm
en

t

Se
rio

us
 B

re
ac

he
s

R
ep

or
tin

g

Pr
ot

oc
ol

 C
om

pl
ia

nc
e

D
os

e 
Es

ca
la

tio
n

Tr
ia

l C
on

du
ct

Fa
ls

e 
an

d 
M

is
le

ad
in

g

Area

Pe
rc

en
ta

ge

 



GCP INSPECTION METRICS 1st APRIL 2007 – 31st MARCH 2008 (FINAL 22-10-09) 
 

Page 13 of 14
 

3.5  Investigator Sites (as part of Commercial/Non-commercial/CRO Routine Systems & 
Study Specific and Triggered) 
 
A total of 52 investigator sites in the UK were inspected.  
 
 
Of the 52 inspections, 1 (2%) had at least one critical finding and 42 (82%) had at least one major 
and/or critical finding.  The number of findings per inspection is represented on the figure below.  It 
should be noted that as associated sites, the emphasis of the inspection was on how the investigator 
site had been overseen by the sponsor/contracted CRO and thus most, but not all, the findings were 
for these organisations’ systems rather than the hosting site.   
 

Findings per Inspection 
(5.  Investigator Sites)
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On investigator site was given a critical finding for subject confidentiality, as the documentation they 
had forwarded to the CRO managing the trial contained information to identify the subject, this was 
undertaken without explicit subject consent. 
 
The figures on the following page show the distribution of Major, Other and any grade of inspection 
findings.  This identifies the areas where GCP inspectors have been making observations of non-
compliance with GCP.  
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Distribution of Major Findings
(5.  Investigator Sites)
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Distribution of Other Findings

(5.  Investigator Sites)
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Distribution of  Findings (any grading)

(5.  Investigator Sites)
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