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Agenda

DAY 1: MAY 23rd, 2019

09.30 - 10.00 Welcoming, introduction of participants

10.00 - 11.00   Opening Lecture:

Quality by Design and the Pharmaceutical Industry 4.0

D.M.Rekkas, Head, Dpt. of Pharmacy, University of Athens, Greece

11.00 - 11.30 Coffee Break

11.30 - 13.00  Decision and risk in a QbD approach

Paolo Mazzoni, PTM Consulting, Sant’Ilario d’Enza (RE)

13.00 - 14.30  Lunch 

14.30 - 15.45    Risk management during development process

Paolo Mazzoni, PTM Consulting, Sant’Ilario d’Enza (RE)

15.45 - 16.15  Coffee Break

16.15 – 17.00    Statistical tools during development process

Michele Vitali, PTM Consulting, Sant’Ilario d’Enza (RE)

17.30 – 18.00 Final Discussion

Networking Dinner

DAY 2: MAY 24th, 2019

09.00 - 9.30   Welcoming, introduction of participants

9.30 - 10.30   Factorial DoE: Design of Experiment as essential tool for Quality Risk Management

Michele Vitali, PTM Consulting, Sant’Ilario d’Enza (RE)

10.30 - 11.00   Case study DoE:  drug and packaging interaction during primary packaging change

Michele Vitali, PTM Consulting, Sant’Ilario d’Enza (RE)

11.00 - 11.30 Coffee Break

11.30 - 12.00 Analitycal Quality by Design: how to use Quality by Design to develop and validate 

analytical methods 

Tiziana Peveri, PTM Consulting, Sant’Ilario d’Enza (RE)

12.00 - 12.30   Case Study AQbD: DoE to optimize an analytical method robustness

Tiziana Peveri, PTM Consulting, Sant’Ilario d’Enza (RE)

12.30 – 13.00 Final Discussion
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PTM Consulting provides solutions for the improvement and optimization of business products and processes

from the early stages of development to the industrial ones, achieving the desired quality targets, minimizing

cost and time development through an efficient and effective project management.

Through the Academy, PTM organizes and supplies educational courses customized on customers need, thanks

to its technical competencies and its operational experience PTM Academy has educational and functional

stream, always updated on technical and regulatory landscape.

The patented technology claims the molecular deposition of fatty acids on drug microparticles, to improve

their aerodynamic behavior for aerosol administration. In particular, the company focuses on the development

of antibiotics to treat lung infections in patients affected by Cystic Fibrosis.

Recently, PlumeStars acquired experience in developing novel orphan medicines. Pharmaceutical technologies

applied to different APIs for innovative medicines with primary interest in inhalation. Amikacin & Tobramycin

powders for inhalations in cystic fibrosis, Cisplatin films for local delivery in mesothelioma recurrences,

Thalidomide powder for oral and nasal delivery in Hereditary Hemorrhagic Telangiectasia, are EMA and FDA

designed orphan medicines assigned to PlumeStars.

PlumeStars collaborates with the University of Parma and the Interdepartmental Center for Innovation in

Health Products Biopharmanet, to organize workshops, seminars and short courses in research skills for

doctoral students and business company. Subject courses deal with the innovative pharmaceutical technology

research and biopharmacy. Specialized courses focus on orphan medicines, antibiotics for inhalation,

implantable chemioterapic, oral and nasal drugs.

Founded in 2002, PTM Consulting works for leading

pharmaceutical companies in Europe and the United States by

applying the concepts and principles of Quality and Design,

Process Validation, Product Validation, Lean Manufacturing,

Transfer of Technology, Quality Risk Management to the early and

full development phases -up process, industrialization and life-

cycle management.

PlumeStars s.r.l. is an innovative start-up company

established in September 2013, specialized in drug

delivery to lung for the treatment of respiratory

diseases, stemming from a patent of the University of

Parma.
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PRIVACY POLICY

The data controller is : PlumeStars srl – Strada Inzani,1 – 43125 – Parma (PR). The processing of personal data will

be realized as required by the current EU Regulation 2016/679, with systems and informatic tools, for the

processing of this order, for other course registration, for sending information related to this order or similar ones

or advertising material about other activities of the organizers. Personal data will not be disclosed to third parties.

The modification, correction or deletion of personal data it is possible at any time via e-mail to

info@plumestars.com


