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Colour Coding LECTURE

WORKSHOP

FEEDBACK

REFRESHMENT

Clinical Stream Non-Clinical Stream Pharmacovigilance Stream

10:00

10:30

10:50

11:20

11:40

12:15

12:45

13:00

13:45

LECTURE - “Introduction to Audit and ISO 19011”. The Tutor will present the principles of Audit and

how it is different from other monitoring activities. ISO 19011 will be introduced to the participants

as the foundation for the structure and content of the course.

LECTURE — “Audit Preparation”. The Tutor will inform participants of the procedures for preparing for

an external audit.

WORKSHOP 1 — Preparing for
an external Clinical vendor

audit

WORKSHOP 1 — Preparing for
an external Laboratory vendor

audit

WORKSHOP 1 — Preparing for
an external Pharmacovigilance

vendor audit

FEEDBACK — groups will present the conclusions of their discussions. Feedback will be in the format of

PowerPoint presentations with a spokesperson for each group describing the findings to the course.

Up to four groups will be selected to provide the feedback and the other groups will be asked for

comment since there will not be time to receive feedback from all groups and it is likely that there

will be similar comments from each group.

LECTURE — “Conducting the Audit”. The Tutor will make a presentation on how to prepare for the

audit including advice on how to select the content of the audit and the use of checklists.

WORKSHOP 2 — Preparing the
checklists for a Clinical vendor
audit. Participants will be given
a protocol and will have to
establish the content of their
audit and their expectations of
what they will find during the

audit.

WORKSHOP 2 — Preparing the
checklists for a Laboratory
vendor audit. Participants will
be given a protocol and will
have to establish the content of
their audit and their
expectations of what they will

find during the audit.

FEEDBACK — As in previous feedback session

Lunch

WORKSHOP 2 — Preparing the
checklists for a
Pharmacovigilance vendor
audit. Participants will be given
a contract / scope of work and
will have to establish the
content of their audit and their
expectations of what they will

find during the audit

LECTURE — “Preparing Audit Findings”. The Tutor will discuss how to grade findings and participants

will be provided with a simple technique to write good audit findings.
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Clinical Stream Non-Clinical Stream Pharmacovigilance Stream

14:15

14:45

15:00

15:15

15:30

16:00

16:30

16:45

17:00

17:30

WORKSHOP 3 — Analysing audit
findings — groups will be given a
selection of audit findings

which they will analyse critically

for strengths and weaknesses

WORKSHOP 3 — Analysing audit
findings — groups will be given a
selection of audit findings

which they will analyse critically

for strengths and weaknesses

FEEDBACK — As in previous feedback session

WORKSHOP 3 — Analysing audit
findings — groups will be given a
selection of audit findings

which they will analyse critically

for strengths and weaknesses

LECTURE — “The Closing Meeting”. The Tutor will present participants with advice on how to prepare

for and participate in the closing meeting of an audit.

Refreshments

LECTURE — “Audit Reports” The Tutor will make a presentation on the contents of a good audit report

and will provide practical advice on how to ensure that the audit report is considered to be valuable

by the readers.

WORKSHOP 4 — Reviewing an
audit report. Groups will be
given a sample clinical audit
report and they will perform QC
checks on the content of the
report. They will also be asked
to comment on the

classification of the findings.

FEEDBACK — Verbal feedback
from one Clinical group will be

taken

WORKSHOP 4 — Reviewing an
audit report. Groups will be
given a sample laboratory audit
report and they will perform QC
checks on the content of the
report. They will also be asked
to comment on the

classification of the findings.

FEEDBACK — Verbal feedback
from one Non-clinical group will

be taken

WORKSHOP 4 — Reviewing an
audit report. Groups will be
given a sample
pharmacovigilance audit report
and they will perform QC
checks on the content of the
report. They will also be asked
to comment on the

classification of the findings.

FEEDBACK — Verbal feedback
from one Pharmacovigilance

group will be taken

LECTURE — “Audit Follow-up”. The Tutor will examine how to get the best value out of audit reports

and how they can assist with corrective action and risk management

Questions and Answers

Close of the training



