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Cor started his career in 1982 as a medical analyst at the Gemini Hospital in Den Helder. In 1992 he
graduated from the VU in Amsterdam as Biologist, with a major in Neurosciences. Since 1992 he has
had several operational and quality management functions in very diverse companies related to the
healthcare industry, including blood products, medical devices, biotech products, vaccines and
advanced therapy products. During his career he has had QA responsibility for several large
qualification and validation projects for upstream, downstream and fill-finish activities and at several
locations he has been project manager for Quality Systems overhaul. As Quality manager/director (a.i.)
Cor has been responsible for maintaining and improving Quality Systems and the performance of the
QA officers team. He has been registered as a Qualified Person for different companies and also as
Responsible Person.
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Progress consultants are regularly involved in audits and inspections, either as an auditor or auditee.
Most of our consultants are seasoned auditors and auditees and can fulfil either role as required. An
audit is a review mechanism to evaluate the level of conformance to the quality management system, by
assessing compliance towards defined internal procedures, documented agreements, regulated
guidance (e.g. GMP) and normative documents (e.g. ISO documents). As a review mechanism, an audit
should be a planned, systematic process performed from an independent perspective. Auditing also
helps to identify potential improvements to the quality system. 
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Different types of audit 

Department audits aim to evaluate the efficacy and compliance of a department within an
organization to requirements laid down in the quality system. 
System audits aim to evaluate a system of related processes for compliance to requirements laid
down in the quality management system. 
Process audits aim to evaluate a single process for compliance of the process to a defined process
description and/or defined process requirements. 

Within the wider concept of auditing different types can be identified, e.g. internal audit, supplier
qualification, or external certifying party audit (notified body for ISO certification and competent
authority for inspections for regulatory compliance and for GxP licensing). A further subdivision can be
made into department, system and process audits: 
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Internal audits are usually performed by employees of the company, who are independent of the
audited processes and specifically trained in these investigations.

Internal audits mainly serve to provide input for continuous improvement, but they can also be used to
prepare for a competent authority or notified body inspection. Although companies generally prefer to
have internal audits performed by their own staff they may also choose to hire a consultant, for instance,
because of a lack of available personnel, or deliberately to have a fresh look at the organization. 

Internal audits 
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Supplier audits 

Supplier audits are performed as part of the process to qualify raw materials and their suppliers. As part
of the qualification process they may serve to evaluate a first selection of potential suppliers, and as
initial qualification. After initial qualification regular audits at selected intervals should occur, depending
on the supplier performance over time. 

It is important to note that supplier audits, if performed well, can be instrumental in developing a good
relationship with your suppliers. 

External audits 

External audits are investigations performed by an external party. Often they are supplier audits and
serve to qualify your company for the supply of materials or products to the auditing company. 

Make sure to inform and prepare all personnel in a timely manner for an external audit. The interaction
of personnel with the auditors is crucial for the outcome of the audit. Many audit observations are not
due to intrinsic flaws or weaknesses in the audited quality system, but result from how personnel
behave and respond to audit questions. 

Audits vs Inspections 

Investigations performed by a company on internal processes or at suppliers or contract partners are
referred to as audits. This is also the case when a company is investigated by a customer or contract
partner. When a company is investigated by competent authorities this is preferably referred to as an
inspection. In general, such inspections can have more potential impact to a company. 
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“Auditing is to some extent a game; you have to be prepared to join in.” 



Pharmaceutical and medical device companies involved in manufacturing, distribution and import must
have a GMP based quality management system in place and must work in accordance with defined
regulations and guidance. To be able to market products companies must hold a
manufacturing/import license (in the EU: MIA) issued by a competent authority or be certified by a
notified body, and for the products they manufacture marketing authorization (MAH) is required. There
is a vast array of regulations and guidelines that may be applicable to a specific manufacturer.
Companies involved in distribution and logistics of medicinal products in the European Union must
work in accordance with GDP regulations and guidance. They must hold a wholesale distribution
license (WDA) issued by a competent authority. 

Certifying inspections are performed by competent authorities or notified bodies, depending on the
purpose of the audit and the quality system investigated. As proof of conformance of the quality system
to defined guidance or regulations, the inspection can result in a certificate. In case of a competent
authority inspection the assignment of the inspection certificate can be directly related to the issuance
of a license to operate under defined regulations and guidance, e.g. GMP or GDP. Competent
authorities have the authority to issue sanctions as a result of a negative inspection result. 

Certifying parties such as notified bodies can only decide to assign, or not assign a certificate, whereas
competent authorities can decide to withdraw the license to operate or impose fines. Therefore
certifying inspections are usually a more formal process than audits. 

Certifying inspections 
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Audit Preparation 

While the result and implications of an inspection can be more critical to a company than that of an
audit there should actually be little difference in the preparation process. Each audit and inspection
should yield information on risks, bottlenecks and structural flaws that can be used to define and
implement improvements in operational or organizational systems, as well as the quality system. 

To ensure that the investigation process and documentation flow is as efficient as possible audits
should be well planned and prepared in advance. Each audit should follow a predefined plan with a
logical build-up, and employees must be well trained to fully understand their roles and responsibilities. 
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“You have to understand the rules and possible strategies of the game to master it,
and be confident in how you can play it smoothly and successfully.” 



Within the audit/inspection process, there are two primary roles; the auditor and auditee. Auditors
perform the investigations and ask the questions during the audit. Within the group of auditors, there is
usually one lead auditor.
 
The auditees represent the audited company and provide answers to the auditors' questions. The team
of auditees shall at a minimum include senior representatives of the QA department, general
management, appointed subject matter experts (SMEs), and personnel with assigned audit process
functions, such as scribe or runner, depending on the organization of the audit process. 
As an auditor, it is crucial to perform the investigations independently and free from any form of
prejudice. The auditor should remain objective at all times and consider only facts and evidence while
refraining from opinions. The auditor shall deliver an objective, factual examination and report, in which
everything relates to actual observations made during the audit. The auditor shall protect the privacy of
the auditees and observe discretion. 

The auditees shall plan and prepare for a well-organized audit, ensuring that auditors can access all
facilities and premises under proper supervision. The auditee shall ensure that audit questions are
answered promptly and properly, and that appropriate actions are initiated and executed within the
agreed timelines. Moreover, the auditee has the authority to say ‘no’ to an auditor if it is deemed that
the behaviour or questions posed by the auditor are not appropriate or relevant to the audit process. 

Audit/Inspection Roles  
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Audit/Inspection Observations 

As an outcome of the inspection process any observations will be reported, and suitable corrective
measures for each will need be proposed afterwards. All audits/inspections shall be recorded in writing
by both auditor and auditee. The reports must clearly define what has been inspected and what
observations were made, including the conditions attributable to the observations, as well as a
discussion of the preferred situation. In response the auditor can add proposals and a plan for
corrective measures to achieve the preferred situation. 

Please note that “the game ain’t over till it’s over”; the audit will last until all observations have been
answered to the satisfaction of auditee and auditor.
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We can help you to set up a suitable risk-based material and supplier qualification program, as well
as perform any assessment and audit parts of the program. 
Progress consultants have developed several quick-scan models to audit quickly and thoroughly. 
We can help you define an internal audit process and support you in the execution, such as the
preparation for an external notified body or competent authority inspection.

Progress is an independent project management and consultancy firm with customers in the life
sciences; primarily in pharma, biotech and health care industries. Progress has over 20 years of
experience providing support throughout the entire product life cycle; from process development to
end-of-life decommissioning. We are ISO 9001 certified since 2008. Quality is essential to Progress. 

Progress can help you in all aspects of auditing
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To the top, together

Our motto embodies what we stand for, working together with our client to reach their goals.
Customers value us for our pragmatic approach, high-quality standards and fit-for-purpose solutions.
We stand for short timelines, quality and realistic costs. 

Progress professionals can be deployed for project management and interim assignments, and as
subject matter expert for specific knowledge areas such as virus validation studies or cleaning
validation. In addition to managerial and advisory tasks, we provide substantive support within a project
team. Progress has in-house specialists that deliver high-quality services for the middle management
and project management areas. 
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