TRAINING II

Within the Pharmaceutical,
Biotech, R&D, Blood, Medical
Device and regulated
industries training is an
absolute requirement in

the regulations. Each
organisation must be able to
demonstrate the competency
of its staff to deliver their
roles. During regulatory
inspections, training records
and competency are easily
inspected and very often a
source of inspection findings
for the FDA/MHRA.

We specialise our training in
two main areas, these being;

Computerised Systems —
Providing our clients with
the skills, knowledge and
confidence to maintain,
implement new or upgrade
their computerised systems
while maintain compliance.

QA Auditing — Training our
clients in the wider aspects of
GMP and GDP facility auditing,
raw material supplier audits
and Qualified Person training.

Our training courses update you of current regulations, guidance
and regulatory expectations. They aim to improve your internal
procedures, leverage change and to deliver more compliant
operations.

In addition, effective training can deliver significant business
value, by increasing the effectiveness of your staff for day to day
operations and leveraging new techniques for new projects.

Courses are presented by leading experts who have a practical
understanding of working in the industry. Tutors are carefully
selected based not only on knowledge and experience but
also their ability to communicate that knowledge in an inspiring,
interesting, structured and educational way.

We offer:

A creative approach
to training

Using exercises and
workshops to put the

Using tutors who are learning into practice

exceptional coaches
and mentors

Without the
excessive use of
PowerPoint slides

Giving you the facts,

skills and knowledge
you need to apply

in your working
environment

We have a very wide range of existing pharmaceutical customers,
small and large, and benefit from a great deal of repeat business
from existing clients. We also focus on who the audience is —
offering different styles of delivery and content depending on who
we are training. This has resulted in superb levels of feedback from
all organisational levels.
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Clarity Compliance Solutions We offer courses in two formats, these being:
provide a variety of training

courses to help you and your Open Forum Courses . Multl.ple company attendees ‘
Public locations e.g. hotels, business
personnel. centres

Standard courses
Excellent networking opportunities to

Keep up to date share ideas and current practices

with current
regulations, guidance
and regulatory
expectations

In-house Courses - Single company courses

Your offices

Tailored to meet your specific needs
Working through your examples or real
issues in the privacy of your own team and
offices

Revise your internal
procedures SOP’s to
comply and leverage
the changes

Our courses include:

R . GAMP & Computer Health and Safety
educe your risk S
profile through SYBIEMS Ve (Ekilon CDP for Auditors —
greater subject Business Systems Auditing Computer
knowledge and Validation Systems
approaches to risk 21 CFR Part 11 — Good Manufacturing
ERIEEEE, Electronic Records Practice
Delivgr morg co.st aﬁd Electronic Good Distribution
effgc_t{ve validation Signatures Practice
O Preparlng forane Internal Auditing
Deliver cost effective hosting Regulatory
internal training Audits/Inspections PQMS Lead Auditor
ARG VeI i Auditing Suppliers Quality Management
Trainer” programmes . Systems

, , CDP for Auditors —
Deliver higher levels Auditing Laboratories Qualified Person
of compliance and
reduced regulatory
inspection risk At Clarity Compliance Solutions we take great pride in the provision
through enhanced of first class pharmaceutical training courses, which will move
staff competencies attendees through the 4 stages of competence.
Deliver business 1. Unconscious Incompetence 3. Conscious Competence
value through more Don’t know what you don'’t Understand what you need to
effective day to day know understand
operations 2. Conscious Incompetence 4. Unconscious Competence

Know what you don’t know Activity now second nature

and done without thought

At Clarity Compliance Solutions, as the name suggests we don’t
leave it there, through our consultancy services we can and do
actively support our clients in addressing the gap or deficit and
finding timely cost-effective and compliant solutions.
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