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Specific entry requirements

Bachelor’s degree or vocational degree worth at least 180 ECTS credits in biomedicine, biotechnology,
cellular and molecular biology, medicine or equivalent. English language skills equivalent to English B
at Swedish upper secondary school.

Objectives

This course aims to introduce the students to the product devel opment process in the life science sector.

Upon completion of the course, the student will be able to:

- explain the basics of product development in the life science sector

- clearly describe and argue the role of regulatory bodies in influencing product development
- account for the quality control systems used in product development

- analyse and discuss cases, including arguing and defending the chosen solution
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- assess and compare different types of intellectual property (1P) and patent strategies as well as perform
basic IP analyses

Content

This course deals with the process of product development in the life science sector.

Emphasisis put on the legal and regulatory frameworks of product development. This includes patents
and other forms of protection of intellectual property rights (IPR) and the national and international
regulatory frameworks assuring product quality and patient safety.

The course will be divided into two themes:

Product development, 6 hp - Introduction to product development

-IPR

- Case based learning The product development process, 6 hp - In biotechnology
- In pharmaceutical

- In medtech

Teaching methods

The course consists of lectures, seminars and workshops as well as case and project work.
Literature seminars will aso be included.

Examination

The examination is based on awritten exam, a case essay, a project work and the opposition on another
groups project,

Product development 6.0 hp
- Case essay (Pasy/Fail)

The product development process 6.0 hp
- Project work including the opposition on another groups project (Pass with distinction/Pass/Fail)
- Written exam (Pass with distinction/Pass/Fail)

To get a“pass’ on the entire course, the student need to get the grade “pass’ on al examinations. To get
a“pass with distinction” on the entire course, the student needs to get the grade “pass with distinction”
on the project work as well as the written exam.

Attendance at seminars, work shops and presentations is mandatory. The course director assesses if and,
in that case, how absence can be compensated. Before the student has participated in all compulsory
parts or compensated absence in accordance with the course director's instructions, the student's results
for respective part will not be registered in LADOK.

Limited numbers of examinations

Students who have not passed the regular examination are entitled to participate in a maximum of five
more examinations. If the student has not passed the examination after four attempts, he/sheis
recommended to retake the course at the next regular course date, and may, after that, participate in two
more examinations. If the student has failed six examinations/tests, no additional examination or new
admission is provided.

Participation in an examination is defined as an occasion on which a student attends an examination,
even if the student submits a blank examination paper. If a student has registered to sit an examination,
but does not attend the examination, this is not defined as participation in the examination.

Transitional provisions

After each course occasion there will be at |east five opportunities to re-take the examination within a
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2-year period from the end of the course.

Other directives

The course language is English.

A course evaluation will be conducted according to guidelines decided by the Board of Higher
Education.

Literature and other teaching aids
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