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Breakdown of GLP findings in 2015
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e 4 critical findings were raised in 2015 broken down as follows:

o Study Conduct - study management (x2)
o Study Conduct - multi-site aspects (x1)
o QA - failing to follow own procedures (x1)
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28 Inspection Majors in 2015
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Breakdown of GLP Major Findings in 2015

Organisation &

Personnel .
4% Quality
Assurance

21%

Computerised
Systems
21%

Facilities
7%
Archives
7%

Study Conduct
39%

Note: there were no major findings attributed to category: SOPs



Breakdown of GLP Majors in 2015

Breakdown of 11 Study Conduct Majors

Study Director statement

Unable to reconstruct study activities
Problems with supporting records
Errors, discrepancies in study data

Multi-site aspects

Study Management
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Breakdown of GLP Majors in 2015

Breakdown of 6 Quality Assurance Majors

Delay/failure to undertake
corrective/preventative actions

Failure to comply with own
procedures

Facility based audit programme

General system failure




Breakdown of GLP Majors in 2015

Breakdown of 6 Computerised Systems Majors

Inadequate or no in-use controls

Inadequate or no validation

0 1 2 3 4




Breakdown of GLP Majors in 2015

Breakdown of 5 Additional Majors

Archives 1 x General System Failure
1 x Procedures for Archiving

Facilities 2 X Specific Observations

Organisation & Personnel 1 x General System Failure



593 Inspection Deficiencies in 2015
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2015 Inspection Deficiencies by %

Org. and Personnel

Study Conduct
38%

Comp. systems
9%
Facilities
14%

6%

Total: 593 Deficiencies



2015 Organisation & Personnel Deficiencies

Service Level Agreements —
10%

Organisation/Conflict of

interest/reporting lines —

17%

Master Schedule (including
SD workload) — 8%

b Descriptions - 15%

Training (specific and/or

GLP) — 40%
CVs — 10%

Total: 89 Deficiencies



2015 Quality Assurance Deficiencies

Specific observations
16%

QA related multisite studies
1%

QA programme
21%

Delay/failure to undertake
corrective/preventative
actions

13%

Process based audit
programme

Failure to comply with own 21%

procedures
6%

Study based/critical phase
Facility based audit audit programme
programme 4%

Total: 67 Deficiencies oo,




2015 Archive Deficiencies

Facilities
9%

Contract facilities, SLA or
contracts
6%

Specific Observation
21%

Procedures for archiving
15%

Electronic archiving
18%

Procedures for loans,inc
extensive loan periods

Delays in archiving 15%

18%

Total: 34 Deficiencies




2015 SOP Deficiencies

SOP Administration & control
44%

SOP content 51%

SOP review 5%

Total: 41 Deficiencies



2015 Study Conduct Deficiencies

Escalation of previous
deficiency

A statement
Q <1%

4%

Study Management

Study plan
20 y p

4%

SD statement

6% SD/PI not discharging duties

5%

Amendments/deviations
Errors, omissions or 11%
discrepancies in the report

0
13% Multi-site aspects

4%

Failure to follow plan,
SOPs or methods
Unable to reconstruct study 4%
activities
21%

Errors, discrepancies in

study data
Problems with supporting 11%
records
14%

Total: 34 Deficiencies




2015 Facilities Deficiencies

Specific observations General housekeeping - 0SSible (cross-)
Test item / other 9% 204 contamination issues

15% 1%

Equipment related -

_ maintenance
Test item 15%
identification/verification
4%

Labelling/identification

of samples/reagents

etc. 6% Equipment related -

calibration

23%

Document control / storage

of methods or validation /

Cal|brat|0n documents Equipment re'ated - Other

10% 15%

Total: 80 Deficiencies
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2015 Computer System Deficiencies

Change control
2%

Specific Observations
4%

Inadequate or no validation

Documentation - 30%

Policies/SOPs/records
31%

Inadequate or no in-use
controls
33%

Total: 80 Deficiencies
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Trend analysis

2009 — 2015




GLP Inspections 2009-2015
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Trend Analysis of Critical Deficiencies 2009-2015

Number Raised

3 -

Org

Archives

Facilities

Study conduct

m 2009
= 2010
m 2011
m 2012
m 2013
m 2014

2015



Trend Analysis of Major Deficiencies 2009-2015
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Trend Analysis of Deficiencies 2009-2015
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Trend Analysis of Major and Ciritical Deficiencies
2009-2015
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Trend Analysis of Deficiencies 2009-2015
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