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Teaching Staff:
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Mr. DANNY EVEN-CHEN,
Ms. Karin Baer
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Learning outcomes - On successful completion of this module, students should be
able to:
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Course/Module Content:
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Required Reading:
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Additional Reading Material:

* CFR 21, 210-211
* CFR 21, PART 820 QUALITY SYSTEM REGULATION
* ISO 13485 standard, quality management system for the design and manufacture
of
» medical devices.
* EU Council Directive 93/42/EEC , Medical Devices
* Guideline on good pharmacovigilance practices (GVP) Module VI - Management
and reporting of adverse reactions to medicinal products. 22 June 2012
EMA/873138/2011 (superseded version).
* Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue
Based Products: Minimal Manipulation and Homologous Use - Guidance for Industry
and Food and Drug Administration Staff. November 2017 Corrected December
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2017.

* Guidance for Industry and Investigators. Safety Reporting Requirements for INDs
and BA/BE Studies. U.S. Department of Health and Human Services Food and Drug
Administration Center for Drug Evaluation and Research (CDER) Center for Biologics
Evaluation and Research (CBER). December 2012.

» Botanical Drug Development Guidance for Industry, U.S. Department of Health
and Human Services Food and Drug Administration Center for Drug Evaluation and
Research (CDER) December 2016 Pharmaceutical Quality/CMC

* Guideline on strategies to identify and mitigate risks for first-in-human and early
clinical trials with investigational medicinal products 20 July 2017
EMEA/CHMP/SWP/28367/07 Rev. 1 Committee for Medicinal Products for Human Use
(CHMP)

* FDA - Forms & Submission Requirements https://www.fda.gov/drugs/development-
approval-process-drugs/forms-submission-requirements
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Course/Module evaluation:

End of year written/oral examination 0 %
Presentation 0 %

Participation in Tutorials 0 %

Project work 0 %

Assignments 100 %

Reports 0 %

Research project 0 %

Quizzes 0 %

Other 0 %

Additional information:
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(moodle.huji.ac.il) 197 n7'nn 7> 200n0 12 N2 07N, '0IS DIA7'0N WX 7TIN2 1IAWN!
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Three (3) paper submissions as will be dictated throughout the course.

Due to Covid-19 epidemic, changes may occur in course syllabus and course
assignments.

Students needing academic accommodations based on a disability should contact
the Center for Diagnosis and Support of Students with Learning Disabilities, or the
Office for Students with Disabilities, as early as possible, to discuss and coordinate
accommodations, based on relevant documentation. For further information, please
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visit the site of the Dean of Students Office
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