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Medical devices, medicines, foodstuffs

Quality and Regulatory Training

This training is for you
* whose research can produce results that can developed to products like
medical devices, foodstuffs and medicines
* who are working in TUTLI-projects
* who are planning to apply TUTLI-funding
* who are interested in working in regulated environment

Time and Place:
Part 1 —23.1.2019 at 12.15-15.00 @Frost Club / Tellus
Part 2 —24.1.2019 at 9.15-16.30 @Frost Club / Tellus

Trainers: Jani Hopia and Nina Vartiainen / Kasve Oy
Organized by: Innovation Services

Registration to: https://bit.ly/2gcJdNP at latest 16t January
OBS! You can participate to both parts or choose those sessions which
interest you

More info: maarit.jokela@oulu.fi




Program

23" Jan at 12.15-15.00 @Frost Club

Part 1: Learn the basics from quality management and regulatory requirements
* Why quality assurance is important in companies?

* How quality and regulation should be taken into account in R&D phase?

24th Jan @Frost Club

Part 2: Quality management and regulatory requirements when you develop

9.15-11.00 Medical devices (MD)
e Legislation and regulations
* Essential requirements, registration and market entry
*  From MD directive to MD regulation: transition period in
practice

12.00-14.00 Medicinal products
* Surveillance of medicines in Finland and Europe
* Medicine life cycle and key operators in Europe
* Market authorization in Europe

14.30-16.30 Foodstuffs and dietary supplements
* Development process, claims and trends
* Self monitoring and safety
* Import/export regulations




