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Vetenskapsområdet för medicin och farmaci/
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Kursplanen ska finnas på både svenska och engelska, ingen rubrik får tas bort och samtliga måste fyllas i. Kursplanen fastställs sedan formellt av KUF och utgör därefter underlag för information i kursdatabasen samt till rapportering i LADOK.
———————————————————————————————————————————————
Kurskod:	[från LADOK]
Kurstitel:	Designing, approval and conducting of ATMP (Advanced Therapy Medicinal Products) clinical trials 
Kurspoäng:	1,5
Nivå:	third-cycle education
Kursansvarig:	Gunilla Enblad/Erik Yngwe
Ansvarig institution:	Department of immunology, genetics and pathology
Undervisningsspråk: 	English
Forskningsspår:	All
Beskrivning av kursinnehåll:	
Course Objectives
After completing the course, participants will be familiar with the regulatory framework for clinical studies involving ATMPs in Sweden and internationally/EU, and will understand all the steps from a laboratory discovery to an early clinical trial.
Course Content
• Which regulatory frameworks apply to clinical trials involving ATMPs and how they differ from other clinical trials
• How to write a clinical trial protocol and what it must include
• Requirements for a "first-in-human" study within ATMP
• Requirements for complying with regulations concerning GMOs
• Requirements for the manufacturing of ATMPs according to GMP (Good Manufacturing Practice)
• How to design a Phase I study for ATMPs regarding doses and toxicity
• How authorities (the Medical Products Agency and the Ethics Review Authority) view applications within ATMP
Course Format: 	A one-week digital course including lectures and group activities
Undervisningsformer:	Lectures and group/individual activities
Lärandemål:	To understand the specific conditions surrounding the conduct of clinical studies within ATMP (Advanced Therapy Medicinal Products).
Which regulatory frameworks apply to clinical trials involving ATMPs and how they differ from other clinical trials
• How to write a clinical trial protocol and what it must include
• Requirements for a "first-in-human" study within ATMP
• Requirements for complying with regulations concerning GMOs
• Requirements for the manufacturing of ATMPs according to GMP (Good Manufacturing Practice)
• How to design a Phase I study for ATMPs regarding doses and toxicity

Examinator:	Gustav Ullenhag
	examinator skall inneha läraranställning vid UU]
Obligatoriska moment:	Active participation in group assignments and presentation of these are required for a passing grade. Limited absence can be made up by assignments after contacting the course leader. Longer absences may be made up at a later course.
Examinationsform:	Presentation of group assignment
Kurslitteratur:	Scientific papers in the field according to literature list
	
Förkunskapskrav:	Admitted to doctoral studies at a at a Swedish or Nordic university
	
Maximalt antal deltagare:	30 students
Urval:	Priority for students admitted to the national research school for ATMP
	
Övrig information:	
Kontakt:	Marie Pettersson/Erik Yngwe
Fastställd, datum och nr:	2025-11-18, MEDFARM 2025/3120


The syllabus must be written in both Swedish and English, no headings may be deleted and all must be filled in. The syllabus will then be formally approved by the Research Training Committee (KUF), after which it will be the basis for the information in the course database and for reporting in LADOK. 
———————————————————————————————————————————————
Course code:	[from LADOK]
Course title:	
Credits:	
Level:	Third-cycle (doctoral) education
Course coordinator:	
Department responsible:	[must be a department in the disciplinary domain]
Language of instruction: 	[usually English, but some courses are also offered in Swedish]
Research track:	[the list on the Staff Portal specifies the research tracks that the course may be included in]
Description of course content:	[brief description of contents] 
Types of instruction:	[brief description of the intended teaching methods]
Intended learning outcomes:	[brief description of intended learning outcomes, preferably in bullet points]
Examiner:	[decided by Research Training Committee in connection with the syllabus; note that the examiner must hold a teaching post at UU]
Compulsory components:	[if any, otherwise state “none”]
Assessment format:	[how students will be assessed: written format, seminars etc.]
Reading list:	[if any; can be stated as “current scholarly articles as
	specifically directed” if this is what is planned]
Admission requirements:	Admission to third-cycle education in the Disciplinary Domain 
	of Medicine and Pharmacy
	[state additional admission requirements only if another third-cycle 
	course is required for admission]
Maximum participants:	[state if the number is limited, otherwise state “no limit”]
Selection:	[must be stated if the number of participants is limited, otherwise state “no selection” – note that it is possible here to channel some of the places to research schools, for example!]
Other information:	[e.g. teaching at another location, etc.]
Contact:	[usually course director or course administrator at responsible department]
Approved, date and number:	[here KUF states the date when the syllabus was approved and reg. number]
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