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Insight by Design

Quality by Design is a science and risk-based
approach to pharmaceutical development and
manufacturing technologies.

The De Montfort University MSc in Pharmaceutical
Quality by Design is based on the application of
product and process sciences, from early to late
stages of the product development cycle. The course
equips graduates with the relevant knowledge and
skills to compete for global jobs in the
pharmaceutical and healthcare sectors and
academia.

We believe that JMP provides the capability to help
students accelerate experiential learning.

When | left GlaxoSmithKline to set up Insight by
Design, it occurred to me that one of the severe
consequences of the downsizing, restructuring and
outsourcing that takes place in the

Pharmaceutical industry, is the loss of organisational
memory associated with data driven decision
making.

The churn of personnel is even greater in academia.
Each year, a new cohort of De Montfort students
investigates the preparation of tablets and oral dose
suspensions. How can |, along with other lecturers,
help the current cohort access the experience and
knowledge gained by past students?”
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The Aim

* To access prior information in order to perform more
efficient and effective experimentation.

The Challenge

* To provide a flexible and efficient solution for
structuring historical data.

* To share key concepts and important insights by using
dynamic dashboards to communicate key messages.

* To gain new insights by combining data sets, in order
to provide a bigger picture and exploit the “wisdom of
crowds” disconnected over time and space.

* To supplement data and visualisations by summarising
free text in documents and presentations.

* To show the value and importance of good data
stewardship .

How?
By exploiting existing and new functionality in JIMP13:

Journals: Provide flexible structure and immediate
access.

Query Builder: Combine data tables to see the
bigger picture.

Dashboard Builder: Build compelling stories by
bringing together key information on one screen.
Text Explorer: Supplement data and visualisations
oy summarising free text in documents and
oresentations.
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Click here for more information on Journals

and Query Builder

By utilising JMP functionality we were able
to store information in a structured way
and access prior knowledge in just a few
clicks.

Students value the application-based
approach to the learning design of the MSc
program over and above traditional theory-
based lectures.

JMP enabled students to explore their own
data, and provides a mechanism for
accessing and communicating results from
colleagues and previous cohorts of
students.

Click here for more information on the De Montfort
Quality by Design MScSlide 4

Click here for more information on
Dashboard Builder and Text Explorer

If you would to discuss the themes in this
poster, contact
martin.owen.insight@gmail.com



http://www.insightbydesign.co.uk/
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Quality by Design (QbD) methodology is becoming more established in the Pharmaceutical sector and is
also recognised by the regulatory authorities at a time when the industry is under pressure to deliver

efficiencies in manufacturing and drug development.
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operations. The output of one unit operation is the e K AL E T [ eruderprocess
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input into the subsequent unit operation. The ~ |

example here is for continuous wet granulation.
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Process Parameters, controllable

De Montfort University is
supporting the creation of a
centre for “Embedding QbD
principles in Continuous
Pharmaceutical Product
Development and
Manufacture”. The centre will
offer unigue hands on
experience to the students in
areas such as process analytical
technologies (PAT), process
improvement and life cycle
management of medicines.
(visit www.qgbd-dmu.co.uk)
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The formulation is mixed ina  Twin screw solid feeder is kept ~ The binder feed rate is selected. The  The screw elements are assembled  Process temperature is controlled by
real time feedback. Screw speed is

between 30-70% of full capacity. operation conditions are checkedto  for wet granulation configuration.
Feed rate is set to desired provide a continuous feed.
throughput

Tubula shaker mixer
set to desired value. Torque and
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pressure are continuously measured.

The DoE model is used to
predict settings which produce
granules of desired particle size
distribution.



