Quality
Assurance

Quality System e Quality Audit e Pre-inspection
e GCP training » Standard Operation Procedure

LINK provides a complete set of Quality Assurance
services, including Quality Audits. Our Quality
Assurance personnel have several years of combined
experience from Quality Assurance, Quality Control
and Quality Advisor positions at health authorities,
the international pharmaceutical industry and small
start-up companies.

LINK offers a wide range of services for your Quality
System. We can provide you with generic draft
documents to be completed by your own organiza-
tion, or we can produce complete quality documents
based on information provided by your company.

LINK provides lectures, courses and training
sessions that are tailored to the individual customer’s
organisation, needs and expectations.
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LINK = Your flexible link of expertise



Quality Systems

LINK’s experience covers Quality Systems in pharmaceutical companies,
manufacturing units, pharmacies, wholesalers, clinical sites, hospital departments,
start-up companies and CROs.

e Establishing or reviewing Quality Systems
o Writing or reviewing SOPs
e Quality and Quality System training

Quality Revisions (Audits)

LINK has long experience in Quality Audit services and other quality activities. These
are important tools for exercising surveillance, making adjustments to and generally
improving your business. Our services include:

e Formal audits
e Pre- audits

e Pre-inspections
o Site-audits

o Systems audits

Training & lecturing

The aim of our courses is to provide understanding and practical guidance within
national and international regulations. The topic, scope and duration is up to the
customer to decide. Some examples of recent courses are:

e GCP for investigators and staff
e GCP for sponsors

e Pharmacovigilance

e Health economics

e Drug development

MA applications and variations
Statistics for non -statisting
Clinical trial applications
Quality and quality systems
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