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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.

Our motto "To the top, together" embodies what we stand for—working together with our client to
reach their goals. Customers value us for our way of working; a pragmatic approach, with high-quality
standards, and fit-for-purpose solutions. We stand for short timelines, high-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. 

Experts in Life Sciences
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Cleanrooms and air processing (HVAC)
Fermentation processes
Downstream processes
Aseptic filling
Cleaning-In-Place (CIP)
Sterilisation-in-Place (SIP)
Freeze-drying
Sterilisation
Water and steam preparation (water for injection (WFI), purified water, clean steam)
Containment (for example facilities for BSL-2, BSL-3, highly potent substances and radioactive
substances)
Destruction-autoclave
Kill systems

Progress is your partner for engineering projects related to production, research and laboratory
facilities. We can manage your (new) building project in terms of both construction and layout,
complete with cleanrooms, utilities, production processes, labs and all the associated equipment.

We are highly experienced in supporting the different stages in the life cycle of manufacturing plants
and laboratories in the (bio) pharmaceutical industry and healthcare. Our specialists and project
managers can support your investment (Capital Expenditures or CAPEX) projects and guide you
through all phases of an engineering, construction and qualification project for both a new or upgraded
(GMP) facility.

Thanks to the numerous projects we have carried out in these fields, we have a strong knowledge base
of these systems. Consequently, we can provide excellent consulting services in this area. We identify
any bottlenecks regarding implementation in advance in order to improve the quality and user
convenience.

We have ample experience with various processes and unit operations in the pharmaceutical and
biopharmaceutical industries. A selection from our fields of knowledge and activities:
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Progress can also manage entire construction projects on your behalf. We prepare the (draft) design,
select the contractors and arrange all the necessary permits for the new development. We ensure that
the new construction work causes minimum disruption to your existing production. As a project and
construction manager, we also ensure that contractors and suppliers carry out the work in accordance
with the agreements made.

New-build projects
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calculating the required project budget
determining the project scope, including layout, desired quality and automation level

Do you have ideas for an innovative project, for example a new or adapted production facility or
process installation, but no time, equipment or manpower to rapidly test and optimise this idea and
develop it into a project plan? Progress can do it for you and ensures that you can present your plans
convincingly to management.

Progress has the necessary technical, process-technological and pharmaceutical experience and
knowledge of GxP (Good – Anything – Practice) disciplines to test the feasibility of your idea. 

We can provide a reliable estimate of important project parameters such as:

determining the lead time of the project through project planning

Progress adopts a multidisciplinary approach. The plans and feasibility will be tested from various
angles, such as quality, production and engineering. The end result will be a convincing project plan
that you can fully support.

Feasibility
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Project review and second opinion

Have you carried out a Basic Engineering project or had one carried out, but wonder whether you are
on the right track? If so, come and talk to Progress. Our staff can give you a realistic estimate concerning
the necessary use of space, as well as the required technology, routing and logistics. Using our
knowledge and experience as well as the information you provide, we can quickly advise you in writing
about the budget, scope and scheduling of your project. If desired, we can work out an alternative plan
for you.

+31 (0) 23 - 563 5016
info@progress-pme.nl



www.progress-pme.nl
Progress 

Bijlmermeerstraat 20
2131 HG Hoofddorp

Engineering & Qualification factsheet

+31 (0) 23 - 563 5016
info@progress-pme.nl

Selecting suitable constructors and suppliers
Preparing contracts
Reviewing construction drawings and documentation
Auditing revised drawings
Testing
Post-commissioning services

When a pharmaceutical or biopharmaceutical organisation decides to expand or innovate, new
constructions are often needed. These might include a new cleanroom, a new process installation or a
lab.

From the project design stage, the construction managers of Progress are involved in the detail
engineering of a project and supervise the entire construction process. This gives the project
organisation and construction management the assurance that the work can be carried out properly
during construction.

Our construction manager then conducts discussions with the relevant levels of government to
establish which requirements are applicable to the client’s wishes and demands. Finally, our
construction manager checks whether all the contract documents, such as (basic) specifications,
drawings, permits, H&S (Health & Safety) plans, have been prepared or delivered. This ensures that
construction can be carried out in compliance with all contractual demands, government regulations
and codes.

Construction supervision for installations and modifications to both existing and new construction is
another service provided by Progress. This includes activities like:

Construction Management | Project preparation
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Project Manager
Process Engineer 
Construction Manager
Qualification Engineer

Progress has already actively helped many companies to develop and implement new (bio)
pharmaceutical processes. We are well acquainted with upscaling from lab scale to production facility,
implementation of new production processes and optimisation of existing processes. We have also
earned our stripes in the related qualification projects, for example qualification of installations, (QC)
equipment, cleaning processes, computer systems and, of course, the actual production processes. We
use a risk-based approach according to ICH Q8 and Q9.

To determine the critical processes, installations or functionality in your organisation, we conduct a risk
analysis using various risk analysis methods based on ICH Q8 and Q9. We then use the results to assess
critical processes, installations or functions in closer detail. The final results of the risk analyses help us
set up the right development, implementation and qualification strategy. Before doing so, we map all
the possibilities and impossibilities and risks, resulting in better planning and budgeting.

Our staff are experts in this method and guide your projects through the various phases according to
schedule and budget. They do this from the following roles:

During the project, Progress uses the applicable guidelines and advisory documents, including ISPE,
GMP, FDA and GAMP.

Commissioning & Qualification
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Operational cleaning efforts are balanced with (Cleaning Validation related) risks to patients.
Operational cleaning processes and their risk-related attributes are understood, assessed for
impact, validated and mitigated as required.

Progress has gained wide experience in Cleaning Validation with several successful improvement
projects.We have assessed the current state of Cleaning Validation management and implemented
successful, evidence-based improvements for multiple pharmaceutical clients. Regulators, companies
and customers in the pharmaceutical manufacturing industry remain highly focused on Cleaning
Validation. Virtually every pharmaceutical or biopharma company we work with is interested in a
compliant, pragmatic and risk-based Cleaning Validation approach. Progress believes that integrating
Cleaning Validation in an effective Quality System supported by Quality Risk Management assures that: 

Cleaning Validation management
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Lean six sigma is a well-known concept in today’s pharma. Originally, lean manufacturing and six sigma
were two distinct improvement programs or philosophies that were first combined in one single
approach around the turn of the century.Lean manufacturing is a process improvement philosophy that
identifies value from a customer perspective and designs and organizes processes that deliver right first
time products, with optimal efficiency of resources.Six sigma uses statistical techniques in a proven
structured approach to increase capability of the available resources. The two philosophies are
complimentary. A lean six sigma program combines both philosophies to make sustainable, tangible
improvements to the current process.Lean six sigma is most successful when embraced from the top of
the organization. It is not a project, not a headcount reduction program, not a clean desk initiative and
not the next flavor of the month. Lean six sigma is about improving processes, developing people and
creating a continuous improvement culture in the organization. This change will not come overnight.

Lean Six Sigma
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Lean Six Sigma

Leadership commitment. Do we have a burning platform here? Is there a sense of urgency to
embark on this journey?
Agree deployment plan. Prioritize with the customer in mind. Link lean six sigma deployment
targets to organizational goals. Identify quick wins to engage work force.
Setup project infrastructure for lean six sigma improvements.
Educate improvement staff (black belts, green belts).
Create ownership, empower improvement staff and delegate accountability for results.
Establish communication plans.
Monitor results. Nourish the early stage of the journey and improve where needed
Celebrate early successes.
Communicate 
Continuously improve the program

This is an example of how your lean six sigma deployment roadmap could be setup.


