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1. Zweck und Geltungsbereich

Der vorliegende Studienplan bildet gemeinsam mit der Weiterbildungs-Ordnung der Universitét Basel (WBO)

und dem Reglement fiir das Weiterbildungsstudium an der Universitédt Basel (RWS) die reglementarische

Grundlage dieses Studienangebots.

Die WBO regelt die Organisation der Weiterbildung an der Universitat Basel insgesamt. Das RWS enthalt
die fur sdmtliche Weiterbildungsangebote geltenden Standards. Der Studienplan legt gemass § 13 WBO
zusatzlich die spezifischen Bestimmungen und Anforderungen fiir alle Studierenden des vorliegenden Stu-
dienangebots fest.

Es gilt jeweils die Version des Studienplans, die zum Zeitpunkt der Anmeldung in Kraft war.

2. Inhalt des Studiengangs

Der Schwerpunkt des Studiengangs liegt auf der Forderung und Vertiefung des Verstandnisses fur die Pla-
nung, Initiierung und Durchfiihrung klinischer Studien. Darliber hinaus werden praktische Aspekte des fort-
geschrittenen Projekt- und Qualitdtsmanagements in der klinischen Forschung vermittelt. Die Inhalte des
Studiengangs sind vielfaltig und umfassend und spiegeln den aktuellen Stand von Forschung, Lehre und
Anwendung wider.

Ein zentraler Bestandteil des Studiums ist die Vermittlung der verschiedenen Phasen der klinischen Ent-
wicklung von Arzneimitteln und Therapien. Die Studierenden erlernen die methodische und statistische Pla-
nung von klinischen Studien und Forschungsprojekten.

Dabei werden nationale und internationale Gesetze und Richtlinien im Bereich der klinischen Forschung
behandelt. Ein wichtiger Aspekt des Studiums ist das Genehmigungsverfahren fir klinische Studien und
Forschungsprojekte bei Behérden und Ethikkommissionen, die Studiendokumentation sowie die Dokumen-
tation und Meldung von unerwiinschten Ereignissen in klinischen Studien und Forschungsprojekten. Auch
die Qualitatssicherung spielt eine entscheidende Rolle, weshalb der Studiengang ein umfassendes Ver-
standnis des Qualitdtsmanagements in der klinischen Forschung vermittelt. Zudem werden logistische As-
pekte der Studienplanung und -durchfihrung behandelt.

Daruber hinaus werden Kompetenzen im Projektmanagement klinischer Studien einschliesslich des Mana-
gements internationaler Multicenterstudien, sowie zentrale Aspekte des Datenmanagements vermittelt.

Um den Anforderungen der modernen klinischen Forschung gerecht zu werden, legt der Studiengang zu-
dem grossen Wert auf die Entwicklung von Kommunikations- und Konfliktmanagementfahigkeiten. Diese
sind besonders wichtig flr die Zusammenarbeit in interdisziplindren und internationalen Teams, wie sie in
der klinischen Forschung haufig anzutreffen sind.
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Insgesamt bereitet der Studiengang die Studierenden umfassend auf eine Karriere in der klinischen For-
schung vor, indem er ihnen das notwendige Wissen und die praktischen Fahigkeiten vermittelt, um komplexe

klinische Studien effektiv zu planen, durchzuflhren und zu managen.

3. Tragerschaft

Tragerin des Studiengangs ist die Medizinische Fakultat der Universitat Basel.

- Ausfuhrlichere Informationen: siehe den Organisationsplan des Studiengangs auf dessen Website.

4. Aufnahme zum Studium

Fir die Aufnahme zum Studium mussen folgende Voraussetzungen erfillt sein:

ein abgeschlossenes Studium (Bachelor- oder Master) an einer von der Universitat Basel anerkann-
ten Hochschule in den Bereichen Medizin, Gesundheitswissenschaften, Pflegewissenschaften, Na-
turwissenschaften und weiteren Disziplinen, welche in Zusammenhang mit dem Studiengang stehen

gute Sprachkenntnisse in den Unterrichtssprachen Deutsch (fur den «CAS Study Nurse/Coordina-
tor») und Englisch (fiir den «CAS Clinical Research I» und den «CAS Clinical Research lI») in Wort
und Schrift. Das Sprachniveau soll mindestens B2 des europaischen Referenzrahmens entspre-

chen.

In begrindeten Ausnahmefallen kdnnen Kandidatinnen oder Kandidaten zum Studium zugelassen werden,
die einen adaquaten beruflichen Werdegang und eine entsprechende fachliche Qualifikation nachweisen.

- Im Ubrigen gelten die Bestimmungen von § 2 des Reglements fiir das Weiterbildungsstudium.

5. Aufbau und Bestehen des Studiengangs

Der Studiengang «DAS Diploma of Advanced Studies» umfasst 31 ECTS-Kreditpunkte mit einer

Studienzeit von 26 Monaten.

Der Studiengang «CAS Certificate of Advanced Studies Clinical Research I» umfasst 11 ECTS-
Kreditpunkte mit einer Studienzeit von 10 Monaten.

Der Studiengang «CAS Certificate of Advanced Studies Clinical Research II» umfasst 11 ECTS-
Kreditpunkte mit einer Studienzeit von 10 Monaten.

Der Studiengang «CAS Study Nurse/Coordinator» umfasst 11 ECTS-Kreditpunkte mit einer Stu-

dienzeit von 10 Monaten.
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Der «DAS Clinical Trial Practice and Management» ist modular aufgebaut. Er setzt sich wahlweise aus dem
Besuch des «CAS Clinical Research I» oder des « CAS Study Nurse/Coordinator» und dem obligatorischen
Besuch des «CAS Clinical Research II» und eines DAS-Moduls — bestehend aus Abschlussarbeit und

mundlicher Prifung — im Umfang von 9 ECTS zusammen.

Ist der Besuch des «CAS Clinical Research ll» beim Start des «DAS Clinical Trial Practice and Manage-
ment» langer als 2 Jahre her, so ist eine Teilnahme am DAS ohne Auflagen nicht gewahrleistet. Eine Zu-
lassung ist dann ggfs. nur unter Auflagen (z.B. erneuter Besuch von Veranstaltungen aus dem CAS II)

mdglich, da das im CAS |l vermittelte Wissen veraltet sein kann.

Das Studium ist bestanden, wenn samtliche ECTS-Kreditpunkte erworben sind.

Die Teilnahme an den Lehrveranstaltungen des Studiengangs ist obligatorisch; bei Fernbleiben von mehr
als 20% des gesamten zeitlichen Umfangs muss in Absprache mit der Studiengangleitung eine entspre-
chende Ersatzleistung erbracht werden.

- Details siehe Curriculum. Anderungen hinsichtlich der Inhalte bleiben der Studiengangkommission vor-
behalten.

6. Lehrveranstaltungsformate und Kurssprache

Im Studiengang werden folgende Lehrveranstaltungsformate angeboten:
e Vorlesungen

Ubungen

e Gruppenarbeiten

e E-Learning

Praktika/Hospitation

Die Kurssprache fur den « CAS Study Nurse/Coordinator» ist Deutsch und fur den «CAS Clinical Research
I» und «CAS Clinical Research II» Englisch. Die Abschlussarbeit sowie die Abschlussprifung im «DAS Cli-
nical Trial Practice and Management» kann wahlweise auf Deutsch oder Englisch erfolgen.

7. Leistungsiiberpriufungsformate

Im Studiengang finden folgende Leistungstberprifungsformate Anwendung:
e Modulprifung

e Praktikumsbericht

Studienplan DAS/CAS Clinical Trial Practice and Management 5/11
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e DAS-Abschlussarbeit
e DAS-Abschlussprifung

Zu Kreditpunkteerwerb und Leistungsiberprifungen siehe §§ 4-5 des Reglements fiir das Weiterbildungs-
studium.

8. Leistungsiiberpriufungen

Modulpriifung

Module werden mit einem Modulabschlusstest (Multiple-Choice-Test) zur Uberpriifung des Verstandnisses
der gelehrten Inhalte abgeschlossen. Dieser wird mit bestanden/nicht bestanden bewertet. Bei einem Nicht-
bestehen ist eine einmalige Wiederholung des Tests mdglich.

Praktikumsbericht

Ein Teil eines jeden CAS-Studiengangs ist ein Praktikum in einer Institution aus dem Bereich Klinische
Forschung. Die Studierenden missen am Ende eines jeden Praktikums einen Bericht schreiben, in dem Sie
zusammenfassen, was sie wahrend des fuinftdgigen Praktikums gelernt und erfahren haben. Der schriftliche
Praktikumsbericht wird von der Studiengangleitung begutachtet und mit bestanden/nicht bestanden bewer-
tet. Der Praktikumsbericht kann aus formalen und inhaltlichen Griinden zur Uberarbeitung zuriickgegeben
werden. Bei einem Nichtbestehen ist eine einmalige Wiederholung mdglich.

DAS-Abschlussarbeit

Die DAS-Abschlussarbeit kann friihestens begonnen werden, wenn 22 ECTS-Kreditpunkte aus den Studi-
engangen «CAS Clinical Research I» oder alternativ « CAS Study Nurse/Coordinator» und obligatorisch aus
dem «CAS Clinical Research lI» gemass Curriculum erworben wurden. Die Abschlussarbeit im «DAS Clini-
cal Trial Practice and Management» wird in der Regel als Einzelarbeit verfasst. Die Studierenden legen das
Thema der DAS-Abschlussarbeit in Absprache mit der Studiengangleitung und der von den Studierenden
selbst gewahlten betreuenden Supervisorin oder dem Supervisor fest. Voraussetzung fur die Zulassung zur
DAS-Abschlussarbeit ist zudem, dass das Konzept der Arbeit von der Studiengangleitung genehmigt wurde.

DAS-Abschlusspriifung

Die DAS-Abschlussarbeit wird nach erfolgreichem Bestehen in einem miindlichen Vortrag prasentiert. Der
oder die Studierende wird dazu einzeln wahrend 30 Minuten von zwei Prifenden sowohl Uber das DAS-
Projekt als auch zu Themenkomplexen aus den absolvierten Modulen geprift. Die DAS-Abschlussprifung
wird mit bestanden/nicht bestanden bewertet. Eine nicht bestandene DAS-Abschlusspriifung kann einmal
wiederholt werden. Ein zweites Nichtbestehen der DAS-Abschlussprifung fiihrt zum Ausschluss vom Wei-
terbildungsstudiengang «DAS Clinical Trial Practice and Management» an der Universitat Basel.
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—> Details siehe Anhang: Merkblétter zu den Leistungsiiberpriifungsformaten.

9. Kosten

e Die Studiengebunhr fiir den Studiengang «DAS Clinical Trial Practice and Management» betragt ins-
gesamt CHF 16'500 resp. CHF 17'500 — abhangig von der Wahl des fakultativen CAS — und setzt
sich aus folgenden Gebihren zusammen:

a. Gebuhr fir den «CAS Clinical Research I» in Hohe von CHF 7'000 oder des «CAS Study
Nurse/Coordinator» in Hohe von CHF 6'000

b. Geblihr fiir den «CAS Clinical Research II» in Hohe von CHF 7'000

c. Gebuhr fir das DAS-Modul — bestehend aus DAS-Abschlussarbeit und -priifung — in Hohe
von CHF 3'500

o Die Studiengebihr fur den Studiengang «CAS Clinical Research I» betragt insgesamt CHF 7°000
¢ Die Studiengebihr fur den Studiengang «CAS Clinical Research II» betragt insgesamt CHF 7°000

e Die Studiengebuhr fiir den Studiengang «CAS Study Nurse/Coordinator» betragt insgesamt CHF
6'000.

Das Departement Klinische Forschung bietet Weiterbildungsstipendien fur Mitglieder registrierter For-
schungsgruppen an, die zu einer reduzierten Kursgebuhr fiihren; nahere Auskinfte erteilt auf Anfrage
die Studiengangleitung.

Die Studiengebuhr schliesst Gebuhren fur Prifungen, Lehr- und Lernmaterialien mit ein, nicht aber Kos-
ten fir spezielle Leistungen wie beispielsweise Reisen oder Unterkunft.

- Im Ubrigen gelten die Bestimmungen von § 10 des Reglements fiir das Weiterbildungsstudium.

10. Anmeldung, Abmeldung und Zahlungsbedingungen

Nach bestatigter Aufnahme in den Studiengang gilt die gesamte Studiengeblihr als geschuldet.
Die Studiengebunhr fiir einen CAS erfolgt in der Regel in zwei Ratenzahlungen:

e 50% der gesamten Studiengebiihr 4 Wochen vor Beginn des ersten Moduls

e 50% der gesamten Studiengebiihr nach dem zweiten Modul

Die Studiengebuhr fiir das DAS-Modul wird als Gesamtzahlung nach der Anmeldung fallig:
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e CHF 3'500 4 Wochen vor Beginn des Bearbeitungszeitraums der DAS-
Abschlussarbeit

In Absprache mit der Studiengangleitung kdnnen auf Antrag andere Zahlungsmodalitdten vereinbart wer-

den.

Der Abschluss einer Annullations- bzw. Kurs-Versicherung wird empfohlen; dieser ist Sache der Studieren-

den.

- Zu den Studiengebihren siehe § 10 des Reglements fiir das Weiterbildungsstudium.
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11.Curriculum
Studiengang: DAS Clinical Trial Practice and Management
Titel / Bezeichnung / Modul ECTS Kontaktstunden
CAS Clinical Research I (Clinical Trial Planning and Conduct)
Modul 1: Basics of Clinical Research 3 16
Modul 2: Clinical Study Planning 3 24
Modul 3: Clinical Study Conduct 3 16
Praktikum 2 40
Total 1 96
CAS Clinical Research Il (Advanced Clinical Trial Management)
Modul 1: Ethical and Legal Aspects of Clinical Trials 2 16
Modul 2: Clinical Study Project Management 2 24
Modul 3: Advanced Clinical Trial Management 3 24
Modul 4: Communication, Collaboration, and Partnerships in Clinical Research 2 16
Praktikum 2 40
Total 1 120
CAS Study Nurse/Coordinator
Modul 1: Konzeption klinischer Studien 2 16
Modul 2: Planung und Setup klinischer Studien 3 24
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Modul 3: Durchfiihrung und Abschluss klinischer Studien 2 16
Einfihrungspraktikum 2 40
Gastpraktikum 2 40
Total 11 136
DAS Diploma of Advanced Studies (Clinical Trial Practice and Management)
CAS Clinical Research | oder CAS Study Nurse/Coordinator 11 96, resp. 136
CAS Clinical Research 11 120
DAS-Modul bestehend aus: 9 8
DAS-Abschlussarbeit 7
DAS-Abschlussprifung 2
Total: 31 224, resp. 256
Abkiirzungen:
ECTS Anzahl ECTS-Kreditpunkte (ECTS = European Credit Transfer and Accumulation System). 1 ECTS entspricht einem Workload von 30 Stunden

Kontaktstunden = Anzahl Prasenzstunden / -Tage (exkl. Individuelle Vor- und Nachbereitung)

Studienplan DAS/CAS Clinical Trial Practice and Management
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12. Anhang: Merkblatter zu den Leistungsiiberpriufungsformaten

e Merkblatt Module exam

e Merkblatt Work shadowing

e Merkblatt Diploma thesis and final examination
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Merkblatt Diploma thesis and final examination V. 1.0 — 05.02.2025

DAS Clinical Trial Practice and Management

Diploma thesis and final examination

1. Introduction

Graduates of the DAS Clinical Trial Practice and Management programme must possess in-depth
knowledge of clinical trial planning and conduct. They must be able to apply this knowledge to concrete
questions and/or problems within the field of clinical research. To demonstrate these competencies, com-
position and submission of a diploma thesis followed by an oral examination is required. Thesis projects
must be completed independently by students. All deadlines and quality requirements listed in this guideline
must be met to be granted access to the final exam.

2. Learning objective

Explain, analyse and critically discuss a current problem/relevant question within the clinical research field
by applying the knowledge obtained in the CAS Clinical Research | or CAS Study Nurse/Coordinator and
CAS Clinical Research Il programmes.

3. Admission criteria for the diploma thesis

Admission to the DAS Clinical Trial Practice and Management programme requires:
i. Completion of the CAS Clinical Research | or CAS Study Nurse/Coordinator and CAS Clinical Re-
search |l programmes (acquisition of 22 ECTS in total).
ii. A selected topic which fits the requirements (see below)
iii. A confirmed thesis supervisor
iv. A thesis proposal submitted by the given deadline and approved by the program director.

Students may apply for the subsequent DAS programme earliest if they are in their final year of the CAS
Clinical Research Il programme. If the CAS Clinical Research Il was attended more than 2 years ago at the
start of the DAS Clinical Trial Practice and Management, participation in the DAS is not guaranteed without
conditions. Admission may then only be possible subject to conditions (e.g. re-attendance of courses from
CAS 1l), as the knowledge imparted in CAS |l may be out of date.

4. Thesis topic

The topic should be chosen from the student’s personal work environment in clinical research. Practical
projects with a deliverable (a work product or system) that can be implemented in the student’'s work envi-
ronment are preferred.
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5. Thesis supervisor

The supervisor must be someone who can guide and support the student throughout the thesis project and
has expert knowledge on the chosen topic.

6. Thesis proposal

The thesis proposal must be submitted by the given deadline to the program director (typically January, 31st
of the respective year). The thesis proposal should be 2-3 pages long. A suggested template for the structure
of the thesis proposal is provided by the program director (see appendix 1). Besides information on thesis
topic and supervisor, the proposal should describe the rational, aim and objectives of the project, the struc-
ture/contents of the thesis, timelines for the project and clarification of any ethical considerations. The pro-
posal may be submitted in English or German. If the quality of a submitted thesis proposal is considered
insufficient (e.g., in terms of content, structure or readability) by the program director, the student will be
asked to improve it within a given timeframe. If the re-submitted proposal still does not meet the minimum
requirements, it will be regarded as insufficient, and the student cannot continue in the DAS programme.

7. Requirements for thesis structure and content

A suggested template for the structure of the thesis is provided by the program director (see appendix 2). A
length of 15-30 pages (excluding references and appendices) is considered appropriate. If applicable, pro-
cesses, documents or similar developed for the thesis project may be included as appendices. The thesis
may be written in English or German. The thesis must be submitted as a pdf file to the responsible program
director by the given deadline (typically August, 15" of the respective year). The period to carry out the
project lasts from the approval of the proposal to the deadline for submission of the thesis and comprises
approximately 5 months.

8. Thesis evaluation

The diploma thesis may be returned for revision on formal reasons. This decision is made by the program
director. This revision does not count as a resubmission. Two experts from the field of clinical research will
review the diploma thesis, based on a standard evaluation sheet for relevance of topic, level of innovation,
level of difficulty, structure, formal design, inclusion and evaluation of current literature, comprehensibility of
the writing, and give an overall assessment (see appendix 3). The thesis is graded with pass/fail. If the
quality of the thesis is considered insufficient overall, the student will be asked to improve his/her work
according to detailed feedback within a given timeline before the oral exam. If the resubmitted thesis still
does not meet the minimum requirements, it will be considered insufficient. If the two reviewers should come
to diverging decisions, the program director will decide whether the thesis has been passed. A failed DAS
thesis may be resubmitted once in the following round of the programme. Failing the DAS thesis a second
time will result in exclusion from the DAS Clinical Trial Practice and Management programme at the Univer-
sity of Basel.

9. Publication/Confidentiality

Seite 2/7
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Students may require thesis reviewers and program director to sign nondisclosure agreements regarding
the contents of the thesis, if, for instance, required for projects conducted within the student's working envi-
ronment. However, an abstract must be submitted for publication for each thesis.

10. Admission criteria for oral examination

To be admitted to the final oral examination, students must have:

i. Completed all aspects of the CAS Clinical Research | or CAS Study Nurse/Coordinator and CAS
Clinical Research Il (acquisition of 22 ECTS in total).

ii. Submitted a diploma thesis of sufficient quality within the given time frame.

iii. paid the course fees in full.

11. Outline of the examination

The one-hour examination is divided into two parts:

Part 1 (30 minutes): Students are given a case study and questions about it. The students sit alone in a
room and have 30 minutes to look at the case and the questions in peace. The students are then brought
into the room with the two examiners for part 2.

Part 2 (30 minutes) will be held orally by an examination committee consisting of the two reviewers of the
student’s thesis. Another expert in the field or the program director may act as an examiner in the case of
an unexpected absence of one or both reviewers. The exam may be held in English or German depending
on the preference of the student.

a) Students are asked about the case they have been working on (approx. 10 min.).

b) Students present their thesis and answer questions (approx. 10 min.).

c) Students receive questions from the course curriculum (approx. 10 min.).

The student’s performance during the examination will be evaluated as sufficient or insufficient. Unexcused
absence will result in failing of the examination. If a student fails the examination, he/she may apply for a
re-examination once. Re-examinations are not offered on any additional dates. A re-examination can only
be taken during the regular DAS examination date in the following round of the programme.

12. Receiving the diploma

After successful completion of the final exam, students will receive their DAS Clinical Trial Practice and
Management certificate and a diploma supplement with further details on the programme. Certificates is-
sued for CAS Clinical Research | and/or CAS Study Nurse/Coordinator and/or CAS Clinical Research Il
programmes must be returned to the program director.

Seite 3/7
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Appendix 1

Template for Thesis Proposal

Deadline for submission: January-31, 20xx
Length: 2-3 pages
Font: Standard font size, e.g., Arial 11, line space 1.0-1.5.
Margins 2.5 cm left and right.
Header: Name and title of the proposal
Footer: Date of submission and page number

Submission and approval are mandatory for admission to the DAS Clinical Trial Practice and Management
program.

1. Title of the thesis

2. Student name

3. Contact information and affiliation, if applicable

4. Supervisor: Name and contact information of your supervisor

5. Rational: Describe in a few sentences why you have chosen the topic

6. Aim and objectives: State the overall aim and specific objectives of your thesis

7. Structure: Your thesis must include the sections:
1. Abstract
Table of contents
Introduction
Rationale incl. Aim and Obijectives (hypothesis)
Methods
Results
Discussion
Conclusion
9. References.
For each of these sections, please provide a brief outline describing the contents covered.

© N Ok ON

8. Ethical statement: If applicable, identify and discuss ethical concerns that may arise during your re-
search and describe them. If you intend to work on human subjects, you will require clearance by an eth-
ics committee. Discuss any ethical concerns with your supervisor before starting your project.

9. Project plan: Outline the steps of your work process incl. milestones and approximate timelines

Seite 4/7
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Appendix 2

Template for Diploma Thesis

Deadline for submission: August-15, 20xx at 12PM (noon)
Length: 15 to maximum 30 pages (not including References and Appendix). Please use a standard font
size e.g., Arial 11 pt. and a line spacing of 1.0 — 1.5.

The length of the individual sections are general recommendations, which may be adapted to suit the spe-
cific thesis topic. However, a balanced outline and consideration of all the listed sections is mandatory.

Contributions by others (e.g. data, citations, analyses, comments, discussions) must be clearly marked,
referenced and distinguishable from your own contributions.

Title Page
Title:
Author: Your name
Contact information and affiliation:
Supervisor: Name and contact information of your supervisor
Date of submission:

Abstract: Provide a concise summary of your thesis. The abstract should contain information on the ra-
tional, introduction/background, findings and conclusion. Max. 250 words for abstracts in English, max.
200 words for abstracts in German.

Table of contents

Introduction: 2-4 pages

Background information on the topic(s) covered, describing e.g.
— the current situation/challenges
— the legal and regulatory environment
— relevant standard processes

Relevant literature must be cited.

Rationale incl. Aim and Objectives: 0.5-1 page

Describe why the topic of your thesis is relevant and what type of questions you would like to discuss/an-
swer in your thesis. State the overall aim and specific objectives of your thesis.

Provide a brief overview (2-3 sentences) of how have chosen to address your aim and objectives (a de-
tailed description should be provided in the methods section).

Methods: 3-5 pages
Describe the activities and give a detailed description of the methods you have applied to address the
each of the questions/objectives of your thesis.

Results: Max. 10 pages

Provide a detailed description of your findings, preferable including illustrations such as figures and tables.
This part can be structured in relevant sub-topics, for instance according to your objectives.
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Discussion: 4-5 pages

Analyze and critically discuss your findings in the context of the background provided in the “Introduction”
and “Rational” sections of the thesis. Were the objectives of the thesis met? What are the strength and
weaknesses of your chosen approach/methodology and obtained results? What is the outlook of the pro-
ject/results? Are there any concrete initiatives for practical implementation or further studies based on your
work?

Conclusion: Summarize the outcome of your thesis project and draw a general conclusion and/or provide
a recommendation. Ca. 250 words

References: Provide a list of references (relevant literature and links that you have referred to in your the-
sis)

Appendix: If applicable, copies of relevant documents like forms, tables, lists etc. can be included here.
Please also include documents that have been developed as part of the thesis.
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Appendix 3

Evaluation sheet for Diploma Thesis

WEITERBILDUNG

Diploma of Advanced Studies (DAS) Clinical Trial Practice and Management

Name of the student:

Title of the thesis:

Relevance of topic

excellent ‘ | sufficient ‘ moderate | insufficient
Level of innovation

excellent ‘ | appropriate ‘ moderate | insufficient
Level of difficulty

excellent ‘ | appropriate ‘ moderate | insufficient
Structure

excellent ‘ | sufficient ‘ moderate | insufficient
Formal design (formal composition, internal citation)

excellent ‘ | sufficient ‘ moderate | insufficient
Inclusion and evaluation of current literature

extensive ‘ | moderate ‘ insufficient | missing
Language (comprehensibility, style, readability)

excellent ‘ | sufficient ‘ moderate | insufficient
Overall assessment

sufficient ‘ insufficient

Comment

Expert

Date and signature
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Merkblatt Module exam V. 1.0 — 05.02.2025
DAS/CAS Clinical Trial Practice and Management

Module exam

1. Topics

At the end of each module in the CAS Clinical Research I, CAS Study Nurse/Coordinator and CAS Clinical
Research I, there is a final module exam (multiple choice questions) to test understanding of the content of
the whole module. The questions in the test will cover all topics covered in the module, i.e. the online
courses, the face-to-face session and the pre- and post-assignments for the face-to-face session.

2. Procedure

The exam is usually taken online on the Learning Management System of the DKF Basel within a given
timeframe (usually within approximately two weeks after the face-to-face-session). The test can be started
at any time during the specified time period. From that point on, students have one hour to answer the 18-
25 questions. It is not possible to take a break during this time.

3. Structure

The exam may consist of different types of multiple-choice questions (type A, type B, type K, type Kprim).
The types of questions used will be communicated to the students in advance. Each question has a prede-
termined score. Questions can be weighted with different individual scores according to their difficulty.

4. Evaluation

The module exam will be marked with pass/fail. A minimum of 60% of the total possible points must be
achieved to pass the test. If the module exam is not taken within the given timeframe the test will also be
marked as failed.

5. Retake options

The exam may be retaken once. The timeframe for re-taking the module test will be determined by the
program director in consultation with the student. If the student fails again, a third attempt may be requested.
The study-program committee will decide whether a third attempt is acceptable. If the third attempt is marked
as failedO, the entire module is considered to have been failed.
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Merkblatt Work shadowing V. 1.0 — 05.02.2025
DAS/CAS Clinical Trial Practice and Management

Work shadowing

1. Introduction

The following work-shadowings are required within the CAS study programmes:

i. CAS Study Nurse/Coordinator:
a. Introductory internship
b. Work shadowing
ii. CAS Clinical Research I:
a. Work shadowing
iii. CAS Clinical Research II:
a. Work shadowing

2. Introductory internship (CAS Study Nurse/Coordinator)

The introductory internship provides an insight into the work tasks of study nurses/coordinators and im-
portant partners in study planning and conduct. It covers the areas of onsite management, regulatory affairs,
laboratory medicine, clinical monitoring, data management, hospital pharmacy and the ethics committee.
The introductory internship is organised by the DKF Basel and lasts a total of five days.

2.1 Guideline for students

There are various dates to choose from so that each date can be carried out in a small group. The dates
will be announced before the first attendance event.
1. The small groups will be organised according to the preferences of the students.
2. Students will receive further information about the rooms, times, content and contact persons in
advance of the dates. For any further questions, the program director or the contact persons listed
can be contacted.

3. Work-shadowing (CAS Study Nurse/Coordinator, CAS Clinical Research | and -ll)

Students can start the work shadowing from the time they are formally admitted to the study programme.
During the five-day work-shadowing students should be able to gain insight into the daily work life of an
experienced clinical research professional. This may cover different fields of clinical research (e.g., regula-
tory affairs, on-site management, monitoring, data collection and management, quality assurance and con-
trol) and should preferably be of another specialisation than your existing experience. The student should
follow the host around and observe his/her daily activities and duties. He/she should not conduct any oper-
ations on his/her own. The host should explain as much as possible about his/her tasks and responsibilities
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so that the student understands the specific duties of the host and get a good picture of the different roles
and responsibilities in clinical research.

3.1 Guideline for students

1. Students should look for a host as soon as possible and inform the responsible person at the host
site about the signification of the work-shadowing. The document “Background information for
hosts” provided by the DKF Basel contains valuable information and should be forwarded to the
responsible person at the host institution. Many hosts appreciate to receive a brief CV of the student
they are inviting; it helps them to design the work-shadowing programme according to their experi-
ences. We recommend that students offer their CV proactively.

2. Students should clarify the exact days of their work-shadowing with the responsible person at the
host site.

3. Students should report back to the DKF (education.dkfbasel@usb.ch) where and when their work-
shadowing will take place. This information should be send before the work-shadowing starts.

3.2 Report

Each student must write a report summarising what he/she has learned and experienced during the five-
day introductory internship and/or work-shadowing, respectively. The report must be submitted within four
weeks after the last day of the introductory internship/work-shadowing. At the host's request, the report may
also be sent to the host. The program director must be informed of this.

Content
Students should mainly observe how work processes and activities are carried out in the relevant area and
reflect on what they have learnt. The following aspects are expected in the report:

e Observation of practical work: A brief description of the activities and work processes observed and
how they fit into the bigger picture of activities. Which processes were observed? Which organisa-
tional units and persons were observed?

e Reflect on what you have seen: What did you learn from your observations? Were there any differ-
ences between your previous understanding and the practical implementation? Which aspects
deepened your understanding? Is it different from how it is done in your current position?

e Link between theory and practice: It should be shown how the knowledge acquired during the pro-
gramme can be linked to the activities and processes observed.

Format and structure
General format requirements:
e Font: Arial or Times New Roman
e Font size: 12 pt for text, 14 pt for headings
e Line spacing: 1.15-fold
e Page margins: Standard (2.5 cm)
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e Page number: Each page should contain a consecutive page number (e.g. bottom right or bottom
centre)

Structure of the report:
The report could be structured as follows. The word/page numbers given are for guidance only. The report
should not be longer than 6 pages in total (including the title page).

1. Title page: Title of the report, name of the student, study programme, name of the company or
organisation where the work shadowing was completed, date of the work shadowing (time period),
date of submission of the report

2. Introduction (approx. 0.5 - 1 page / approx. 250 - 450 words)

Brief description of your host organisation: who they are, what is their main activity/business, why
did you choose this site.

3. Summary of activities and contents (approx. 2 pages / approx. 550 - 800 words)

Describe in a few sentences each day what areas of clinical research you were able to learn
about, what work processes you were able to observe, what kind of daily tasks you were able to
participate in, etc.

4. Reflection and conclusion (approx. 1 - 1.5 pages / approx. 450 - 650 words)

Summarise what your most important take home messages are. Reflection on what you have seen
and the connection between theory and practice is a central component of the report. The most
important observations should be summarised, compared with the theoretical knowledge from your
studies and relevant findings derived.

Evaluation
The evaluation is based on the following criteria:

e Completeness and clarity of the report: Is the report clear and well-structured? Are all relevant ob-
servations and findings adequately documented? Were relevant aspects recorded and documented
in a meaningful way?

o Reflection and learning process: To what extent was the observation reflected upon? What new
insights were gained from the work shadowing?

e Connection between theory and practice: How well do the students succeed in applying the
knowledge acquired during their studies to the observed work processes and in analysing them?

The report will be reviewed by the program director within four weeks of submission on the basis of the
criteria above, and marked as pass or fail. If the quality of the report is not sufficient, a revision of the report
will be required. If the quality of the revised report is still insufficient, a second revision may be requested.
The study-program committee will decide whether a second revision is acceptable. If the second revision is
marked as fail, the entire introductory internship/work shadowing will be considered as failed. It may be
possible to repeat the entire introductory internship/work shadowing.
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