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General information

The course is a freestanding course in the subject area of
Advanced Therapeutic Medicinal Products (ATMP). The course
1s aimed at PhD students and researchers with a PhD/teaching
staff with an interest in ATMP. PhD students at the National
ATMP Research School will be given priority for admission,
followed by teaching staff, PhD students, and researchers active
in research fields related to ATMP. The course is given in
conjunction with the Faculty of Law at Lund University.

Language of instruction
The language of instruction is English.

Learning outcomes

Knowledge and understanding
On completion of the course, students shall be able to:
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e outline the key legislation and application of ATMPs
including the entering into contracts at the Swedish, EU
and international levels;

¢ identify the main applicable legal sources and discuss
certain legal theories, methods and concepts relevant to
the field.

Competence and skills
On completion of the course, students shall be able to:
e search, identify, use and refer to legal sources at the
Swedish, EU and international levels;
e conduct a factually, legally and communicatively sound
oral defence;
e discuss, in writing, legal issues related to ATMPs.

Judgement and approach
On completion of the course, students shall be able to:

o justify the application of the legal rules from the Swedish,
EU and international perspectives;

e critically analyse the regulations and their functions with
particular emphasis on ATMPs in relation to principles of
medical ethics;

e construct legal arguments and assess their relevance;

o reflect on the social significance of the legal framework
and its relationship to key ethical principles.

Course content

The course focuses on the Swedish, EU and international
regulation of ATMPs.

Introduction to medical law at the Swedish, EU and international
levels.

Key principles of medical ethics and their legal significance.
Health care responsibilities and patient rights.
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Patient safety, science and proven experience.

Data protection, public access to information and confidentiality.
Legislation and its application including the entering into
contracts for ATMPs.

Course design

The course is offered as a distance learning course. Teaching
takes the form of lectures, group exercises and individual work
(e.g. preparation for seminars and presentations of legal
analyses).

Compulsory learning activities:

Group activity 1 Applying the law

Group activity 2 Applying the law

Absence from compulsory teaching activities can be
compensated for with other learning activities.

Assessment

Assessment is based on individual written assignments in the
form of project work and oral assignments in groups.
Examination (code number) Legal analysis related to ATMPs,
written: 1 credit

Individual written assignment

Examination (code number) Legal analysis related to ATMPs,
oral: 0.5 credits

Oral assignment in a group

Grading scale
Fail or Pass

Entry requirements
Registered PhD student or have already been awarded a PhD in a
relevant subject. PhD students at the National ATMP Research
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School will be given priority for admission. We welcome
candidates from all faculties in Sweden and internationally who
are involved in research areas related to ATMPs.

Further information
Teaching takes place online at the Faculty of Law at Lund
University.

Required reading

The reading list is updated before the start of each iteration of
the course.

Recommended reading:

Kavot Zillén, Titti Mattsson, Santa Slokenberga, Medicinsk ritt,
Nordstedts juridik, 2022

Compendium of Swedish legal texts or the Swedish legal code
Paula Salmikangas et al, ‘Marketing Regulatory Oversight of
Advanced Therapy Medicinal Products (ATMPs) in Europe: The
EMA/CAT Perspective’; in Maria Cristina Galli, Mercedes
Serabian (eds) Regulatory Aspects of Gene Therapy and Cell
Therapy Products: A Global Perspective. (2023): Springer
International Publishing.

Sally Shorthose, Guide to EU and UK Pharmaceutical
Regulatory Law (8th ed.). (2023). Netherlands: Kluwer Law
International.
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