GCP:

Responsibilities of the
Monitor

Monitoring Plan
Monitoring Report
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GCP defines a
sequence of actions
to be done in every
clinical study in
different workplaces
far away each other.
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Outsourcing = CRO




CLINICAL MONITOR or
CRA (clinical research
associate)

7/ is is the person delegated by \
Sponsor to select suitable

tigational sites and t

~and verify the corre

entatlon .i




Wh/ch are the documents to be followed b =
CLINICAL MONI/ TOR?
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PRE-STUDY VISIT W
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1 INITIATION VISIT L
AIM: 1\

to discuss all protocol proced “ th
~ site staff before the study ste C
~ the informed consent \

“is made only after a
d the receipt of all s




INITIATION VISIT

Topics to be discussed in details:

2 schema of the treatments and drug
accountability

= laboratory procedures

2 admission/exclusion criteria

=2 procedures to notify adverse events

> forms to beofilled in by the investigator
%0

The report of this visit must be

filed at investigational site




What is verified by the monitor
during routine monitoring visits to sites

mmm CRF vs source documents

Site organisation (staff/CV s,
instruments/calibration/maintenance,
mm (raining)

mmm Regulatory documents s

Investigational drug(s) (custody and
mmm accountability)

Informed consents (signatures and

versions)




MONITORING VIS
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- Afew words about DR
-{  ACCOUNTABII TY
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MONITORING VISIT
MONITORING VISIT REPORT

* The Clinical Monitor must prepare a
written report about the visit

®* This report must include the
description of all performed
controls, discussed topics,
compliance deviations, weakness
points, possible agreed corrective
actions or given suggestions to
guarantee the respect of the
protocol and GCP

°* The REPORT of the visit is to be
filed in the TRIAL MASTER FILE at
the SPONSOR .
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TERMINATION VISIT

Main activities:
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- From Good Clinical Practice Guide published b
MHRA (Medicines and Healthcare prc
'Regulatory Agency, UK) in 2012 |\
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- Content of the Monltorlng Plan
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“ad hoc” reference docll:"l | “ nts




@w@nﬂgughﬁ of the study

review and signature of monitoring reports \
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The monitor is

the first control \\
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of its robustness
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The location of source documents and the associated source
data should be clearly identified at all points within the
capture process. (Requirement 11, ICH GCP 6.4.9)

The source data and their respective capture methods should
be clearly defined prior to trial recruitment (i.e. Iin_the
protocol or study specific source data agreement). The
sponsor should describe which data will be transferred, the
origin and destination of the data, the parties with access to
the transferred data, the timing of the transfer and any
actions that may be triggered by real-time review of those
data.

There should only be one source defined at any time for any
data element.

Reflection paper on expectations for electronic source data and
data transcribed to electronic source collection tools in clinical trial
EMA 09 June 2010 § 6.2 topic 2 page 9/13




The Computer Validation must
respect the GCP to generate a
correct eSource

The regulatory guidelines underscore that the computerized
system must be accessible in every time to those having the
right to see it, that means:

1. the patient must have access to her/his examination result,
diary, etc.

2. The investigator, who is his doctor, must have the same
access at every time

Never the sponsor must have the “exclusive and absolute
control” of the data
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