
deficiencies that may be found at the site, 
interac�on with study staff, assessment of 
protocol compliance in a variety of areas, 
inves�ga�onal product and subject recruitment 
issues, review of findings, and report and 
follow-up.

Data checking
Review and verifica�on of data in CRFs and 
source documents is considered by many to be 
the CRA’s principal task. It takes up most of his or 
her �me on a monitoring visit and cons�tutes 
the primary measure taken on behalf of the 
sponsor to assure the quality of the data 
provided by the inves�gator. In this session, we 
describe how to carry out CRF review and source 
document verifica�on (SDV). We discuss the 
extent of SDV required, outline differences 
between paper and electronic CRFs, iden�fy 
aspects of trial conduct for which CRFs and 
source records should be checked, discuss 
on-site correc�ons and resolu�on of 
discrepancies, and outline data retrieval and 
data query procedures.

Close-out visit
Almost all clinical trials require an on-site visit to 
close the study at a site, irrespec�ve of whether 
rou�ne monitoring visits have been made. In 
addi�on to comple�ng tasks typically carried out 
at a rou�ne visit, the CRA will be required to 
perform some ac�ons specific to the end of the 
trial, such as retrieving or authorising the 
destruc�on of unused supplies, retrieving some 
essen�al documents, and reminding the 
inves�gator of con�nuing responsibili�es. In this 
session we describe the close-out of a trial at an 
inves�ga�onal site.

Risk-based monitoring
Monitoring of clinical research by tradi�onal 
methods, par�cularly as regards data checking, 
is �me consuming and laborious. In recent years, 
regulatory authori�es have focused a�en�on on 
ways of making quality management in general, 
and monitoring in par�cular, more efficient 
through a risk-based approach. Implica�ons of 
this approach include: increased emphasis on 
centralised monitoring rather than site visits; 
and a move away from 100% source document 
verifica�on toward risk-based and sta�s�cally 
directed sampling of data. In this session we 
provide a brief introduc�on to principles of 
risk-based monitoring.

Fraud and scien�fic misconduct
The great majority of healthcare professionals 
undertaking clinical research act with honesty 
and integrity. However, cases of scien�fic 
misconduct and downright fraud do occur. 
Besides damaging the reputa�ons of those who 
commit them, such ac�ons have poten�ally 
serious consequences for the research and might 
even affect public health. In this session we 
dis�nguish error, misconduct and fraud, discuss 
the CRA’s role in detec�ng them, and describe 
their consequences.

Assessment
Mul�ple-choice mastery assessment.
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Good Manufacturing Prac�ce (GMP) is a set of 
rules for medicines manufacturers to follow so 
that their products are safe, effec�ve, and of 
good quality. The rules may be wri�en into law 
or set out in guidance documents from 
regulatory authori�es. Regulators will not allow 
medicinal products to be placed, or to remain, 
on the market in their country unless the 
products can be shown to be manufactured in 
compliance with GMP. To this end, they carry 
out inspec�ons of manufacturing plants. 
Companies that persistently commit serious 
breaches of GMP requirements have suffered 
huge fines.

All manufacturing personnel must receive ini�al 
and ongoing training in the theory and prac�ce 
of GMP. Everyone who works in a processing, 
quality control, packaging, or warehouse 
environment for a pharmaceu�cal or 
biotechnology company, or one of their 
contractors, must understand why GMP is 
important, how it applies to them, and how to 
comply with it. This module provides an ideal 
induc�on and refresher course in the basics of 
GMP. We begin by explaining what GMP is and 
why it is necessary. We then set out its main 
principles. Finally, we focus on two aspects of 
GMP that apply to everyone in the 
manufacturing environment: hygiene, cleaning, 
and sanita�on; and documenta�on.

Module overview
An outline of the module’s scope and 
objec�ves, and notes on terminology.

GMP – what and why
This session explains what GMP is and why it is 
important, and it gives some lessons from 
history. It introduces the regula�ons and 
guidance documents which are the source of 
GMP rules. Finally it touches on regulatory 
inspec�ons and the consequences that can 
arise from failure to comply with GMP 
requirements.

Principles of GMP
In this session we present an overview of the 
main principles of GMP, and we outline some 
things that manufacturing personnel need to 
do to comply with requirements. We iden�fy 
the principal goals of GMP as: preven�on of 
contamina�on; preven�on of mix-ups; 
scrupulous documenta�on; valida�on and 
maintenance of processes and equipment; 
quality assurance by an independent unit; and 
training. We place GMP in the context of a 
company’s quality management system.

Hygiene, cleaning, and sanita�on
Preven�on of contamina�on is one of the most 
important goals of GMP. Contamina�on of 
product is o�en difficult to detect, so GMP 
rules emphasise preven�ve measures, 
including: a�en�on to personal health and 
hygiene, and the wearing of special clothing, 
by staff; and cleaning and sanita�on of 
premises and equipment. In this session we set 
out the basics of GMP requirements in these 
vital areas.

Documenta�on and records
Comprehensive documenta�on of procedures, 
formulas, work instruc�ons, and specifica�ons, 
and thorough recording of batch data, are 
fundamental requirements of GMP. In this 
session, we explain why documenta�on is so 
important, iden�fy different types of document 
required, and set out some simple rules for 
recording and correc�ng data.

Assessment
Mul�ple-choice mastery assessment.

GMP01

Who will benefit from this module?

Learning objec�ves

Everyone who works in, or has occasion to 
enter into, a manufacturing environment in the 
pharma/biotech industry should have access to 
this module.

State what GMP is and describe why it is 
important

Iden�fy sources of GMP rules in regula�ons 
and interna�onally standardised guidance

Iden�fy major goals of GMP, outline what 
manufacturers must do to achieve them, and 
list some of the things that you need to do in 
order to contribute

Comply with basic requirements regarding 
hygiene, cleaning, and sanita�on

Comply with basic requirements regarding 
documenta�on

•

•

•

•

•
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