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B.
FEATURES OF THE FIELD

1.
Title:


The field is available in the following forms:

MSc/PG Diploma Clinical Data Management with Management Studies
PG Certificate is an exit award only.
2.
Modes of Delivery

The field is offered in part time model only
3.
Features of the Field

The modules are designed for maximum flexibility and industrial relevance to suit the needs of those employed in the management of sensitive health related data who wish to continue their professional development and enhance their career prospects. Some features of the field are:

· The majority of lecturing staff are currently employed in industry.

· The courses have been designed in a close collaboration between Kingston University and the Association for Clinical Data Management (ACDM) and are operated with the support of the ACDM.

· The attendance pattern is designed to limit disruption in the workplace while allowing students the opportunity to benefit from direct interaction with staff and other students

· Prerequisites are limited to allow students to take modules in the order and at the pace most suited to them.

C. EDUCATIONAL AIMS OF THE FIELD
The aims of the Postgraduate Courses in CDM with Management Studies are:

· to provide a range of internationally recognised qualifications for those involved in the management of clinical data;

· to provide courses on the latest ideas, theories and techniques used in different areas of the CDM process presented by those involved in their development and implementation;

· to provide industrially relevant courses in which students can easily relate their current work and/or experience to their studies to the mutual benefit of both;

· to offer flexible programmes of study which suit the needs of mature students in employment and the companies that employ them;

· to develop CDM professionals who will be well placed at the forefront of their profession to lead the discipline in future challenges and initiatives.

· To build management skills and an understanding of the business environment so that they can effectively contribute to and manage teams.
The specific aims of the Postgraduate Certificate in CDM with Management Studies are:

· to provide students with core knowledge across the drug development process with a particular focus on data management issues and including relevant technological and regulatory aspects;
· to develop students’ technical communication, analytical and research skills.
The specific aims of the Postgraduate Diploma in CDM with Management Studies are:

· to provide students with knowledge of specialist areas related to CDM (such as CRF design, statistics, handling of safety and laboratory data);
· to enhance students’ appreciation of management issues (such as project and/or personnel management, quality management).
The specific aims of the MSc in CDM are:

· to provide an opportunity to carry out an extended programme of independent but directed study on a particular aspect of the CDM process and/or industry.

D.
LEARNING OUTCOMES (OBJECTIVES) OF THE FIELD

1. Knowledge and Understanding
The Postgraduate Courses in Clinical Data Management with Management Studies are intended to produce students who:

· understand the processes involved in the management of clinical data and the principles and theories which underlie these processes;

· appreciate the reasons for the particular practices and processes used in the management of clinical data.
· Can apply general management and business knowledge in planning and managing clinical data projects.
Students completing the Postgraduate Certificate (PGCert) will:

· have a systematic knowledge of the various phases of the drug discovery, development and marketing process and the central role of data management within that process;

· have a comprehensive understanding of the principles of good clinical practice as applied to the handling of clinical data and appreciate the regulatory framework in which clinical trials are conducted;

· understand the underlying principles of the IT systems and processes used in the handling of clinical data and how developments at the forefront of technology may impact upon the pharmaceutical industry;

· have gained a comprehensive knowledge and understanding of current theories and latest techniques used in the core activities of data processing and reporting and be able to evaluate critically alternative options available in these areas;

· be able to convey their knowledge and understanding in a clear and concise manner in both oral and written media

Students completing the Postgraduate Diploma (PGDip) will:

· be able to demonstrate a high standard of comprehensive in-depth technical knowledge as well as a business perspective in different areas relating to data management within the clinical trial process;

Students completing the MSc will:

· have acquired an in-depth understanding of new concepts (both technical and business oriented) and/or enhanced their existing knowledge within the field of CDM and the business environments.
2.
Cognitive (thinking) Skills
On successful completion of the field, students will be able to:
· have the ability and inclination to challenge current perceived wisdom and question and evaluate future and potential developments in the processes used in the management of clinical data;

· continue their development in their careers to become future leaders in the pharmaceutical or related industries.

Students completing the Postgraduate Certificate (PGCert) will:

· be able to evaluate critically alternative options available in the core activities of data processing and reporting.

Students completing the Postgraduate Diploma (PGDip) will:

· be able to critically evaluate procedures and systems in a variety of areas related to CDM and make recommendations for process improvement.

Students completing the MSc will:

· have demonstrated self-management and autonomy in the planning, organisation and conduct of an independent research project;

· have demonstrated originality and creativity in the creation of new knowledge, the application of current knowledge to new situations or the analysis of current knowledge from a novel standpoint;
· be able to critically evaluate their own findings as well as those of others.

3. Practical Skills
On successful completion of the field students will be able to:

· demonstrate the ability to access and retrieve information from different media types and locations;

· present their ideas and findings to others in a clear and confident manner
· work as an effective team member
· prepare basic business plans appropriate to the environment
In addition students who have completed this field will acquire further skills and knowledge related to a wider range of topics, depending on their choice of option modules.

4.
Key Skills

On completion of the field students will have acquired transferable skills to:

a.
Communication Skills

· provide written materials in a variety of formats fit for purpose (e.g. abstracts, essays, posters, reports and summaries);

· read and collate material from written and spoken sources;

· critically evaluate technical information in written and/or oral form;

· engage in debate and argue effectively and rationally in oral and written discourse;

· select and extract material from primary and secondary sources;

· listen effectively and question information received in a range of formats during the learning process;

· incorporate images in documents, including titles, data, graphics and diagrams;

· be able to collect and interpret data so as to communicate conclusions.
· produce business reports addressing problem areas by recommending actions and solutions.
b.
Numeracy

· select and apply appropriate methods of data collection effectively;

· evaluate and present data in suitable formats;

· record data in an appropriate format;

· be aware of issues of selection, accuracy and uncertainty in the collection and analysis of data.

· select and use appropriate methods, including the use of statistics, to analyse and interpret data.
· critically analyse costings and their implications.
c.
Information, Communication and Technology
· use appropriate ICT to present text, data and images;

· produce a document (e.g. project/dissertation) combining information from a variety of sources;

· search for, retrieve and store information from ICT sources;

· select appropriate on-line information and evaluate its quality;

· use on-line communication systems to send and obtain information including the University’s learning management systems.

d. Teamwork
· take responsibility and carry out agreed tasks;

· negotiate, asserting one’s own values whilst respecting others;

· review and evaluate progress of a group’s collective and individual performance;

· identify ways of improving the performance of groups and own contribution to groups.

e.
Independent Learning

· have self-awareness in relation to academic and personal development (including career development); 

· clarify personal values and set personal objectives;

· manage time and tasks;

· monitor and review own progress in relation to academic and personal development;
· use generic intellectual and key skills in their lifelong learning and future employment.

· carry out research and information handling skills as the basis for further academic work and personal development.
· be able to propose ways to improve performance through an appreciation of the human, organizational and management issues
E.
FIELD STRUCTURE

Core Modules: Research Methods, Drug Development and Clinical Trial Methodology, Applications of Information Technology in CDM, GCP and the Regulatory Process, Data Handling/Data Management Processes
Option modules: At least 2 selected from those offered by the Faculty of Business from the DMS portfolio and an additional module chosen from those available in the Faculty of CISM Postgraduate Programme or from the Faculty of Business from the DMS portfolio

Project: A fifteen to eighteen week full-time (equivalent) business-related activity, with an academic report
This field is part of the University’s Postgraduate Credit Framework.  Fields in the PCF are made up of modules which are designated at level M.  Single modules in the framework are valued at 15 credits and the field may contain a number of multiple modules.  The minimum requirement for a Postgraduate Certificate is 60 credits, for a Postgraduate Diploma 120 credits and a Masters degree 180 credits.
The course offers the PG Certificate as an exit award only and is based on the student passing any coherent subset of the taught modules.  

The awards available are detailed in section A and the requirements are outlined below.  All students will be provided with the PCF regulations in the student handbook.

The Fields are offered as 1 year full-time, and normally 2-3 years part-time. The modules are offered as one week blocks.  The full MSc course consists of an induction course, 8 modules, and the business project.

The normal study pattern for part-time students is that they should complete 8 modules over a two to three year period and complete their project within the same period.  Because of the structure of the course, part-time students may be able to commence the course at different times during the academic year after discussion with the Field Leader of relevant issues, including the need for specific preparatory study.

Normally, each module will be of around 30 hours contact time, followed by directed learning resulting in a total of 150 hours (approximately) of student effort.  The project is the equivalent of four modules and will require approximately 600 hours of student effort. 

The taught modules will also be available as ‘stand alone’ courses for continuing professional development within the industry. Those attending in this mode may elect to undertake the assessments for credit.

To successfully complete the MSc, students should pass: 

The five core modules, three of the option modules on offer during their registration and the project
F.
FIELD REFERENCE POINTS

· The awards made to students who complete any of the qualifications comply fully with the Framework for Higher Education Qualifications

· All of the procedures associated with the field comply with the QAA Codes of Practice for Higher Education.

· Some of the staff are concurrently employed in the pharmaceutical or related industries thus informing module content of current industry practice and the latest developments and innovations.

· The field is run with support from the Association for Clinical Data Management who promote the course to their members and the wider industry and who also provide an advisory committee to facilitate and enhance the operation and development of the field.

G.
TEACHING AND LEARNING STRATEGIES 

The principles underpinning the delivery of the field are based on a view of education as a lifelong process.  The courses aim to employ an approach to teaching and learning which relates to the diversity of aptitudes that data managers possess.  Their profession requires scientific, technical and analytical ability, knowledge and skills; an understanding of the business environment together with highly developed teamworking and communication skills. The regulatory framework within which they operate will increasingly require evidence of continuing professional development.  The course will provide students with this evidence, but also with the skills and knowledge to continue their professional development.  These include processes by which students continually update their knowledge and skills; critically reflect on their practice, learn to be innovative, challenging and creative in their work, are able to work collaboratively with others, sharing good practice and knowledge and are self reliant, responsive and accountable.

The strategy for teaching and learning is to adopt the most appropriate methods to achieve the required learning outcomes for specific modules and for the courses as a whole. Within this lecturers provide a wide range of methods – the objectives being:

· to maintain student interest and enthusiasm (particularly within an intensive teaching period)

· to cater for different students’ preferences (individuals learn in different ways and the provision of variety ensures that no student is locked out for an extended period and all students have opportunities to learn in ways that suit them).

The methods include:

Collaborative learning methods (typically classified as workshops or discussion sessions) The course team specialise in providing learning methods and opportunities which promote collaborative intra-professional learning for example:

exchange based learning (including debates, case studies);

action based learning (problem based learning, group tasks and enquiry based activities) 

These sessions typically involve:

Group work and presentations (to the class) by students. These are used in all modules to develop students’ skills in working within a group towards defined outcomes, develop their ability to negotiate with others and manage diverse views, and effectively motivate others. They also promote an interactive approach to learning and develop students’ communication and presentation skills in engaging in full professional and academic communication with others in their field.

Lectures are used where necessary throughout the programme as a way of initiating the learning process or to help students to synthesise their reading or experiences. A range of audiovisual material is used in the delivery of lectures. Lecturers normally provide students with written information on the subject to support further learning and development. Lecture sessions are typically characterised by interaction and debate between students and lecturers – many resemble discussion groups benefitting from multiple input. This is facilitated by the fact that numbers of participants in learning sessions are normally small. Most lectures are delivered by current industry specialists which ensures both the currency and the application to real work situations.

Self‑directed learning including the use of guided study materials, questionnaires to direct information collection and promote reflection and assessment exercises requiring additional investigation. These resources are used to develop students' learning and promote their ability to plan and manage their learning effectively

Practical activities involving elements of creativity or design are used as work-relevant tasks, where appropriate, to develop design skills.

The use of ICT in course delivery is still increasing, e-mail is now the preferred mechanism of communication for students and staff, computer projection is virtually ubiquitous and website references are typically cited as information sources. The Blackboard learning management system is used to facilitate group case study activity. Its use is still being extended across modules to offer opportunities for much more rapid communication of learning materials between staff and students and a convenient medium for student communication on that material when they are not attending a module.

H.
ASSESSMENT STRATEGIES

The course team employs a range of methods of assessment, including, multiple-choice or short answer class tests, individual write ups of group discussions, practical exercises, essays, oral presentations, individual and group case studies and projects. The assessments in each module are designed by the module team to be appropriate for the nature of the subject material, teaching style, learning outcomes and development of key skills.

Typically module assessments are submitted 6-8 weeks after attendance with factors such as the proportion of assessment undertaken within the module, public holidays and the proximity of the next module influencing the precise deadline. In this way bunching of deadlines is automatically avoided by the gaps between modules and student workload is as evenly distributed as possible. Students may, of course, take advantage of the flexible programme to choose modules distributed in time to further spread their workload for the course or avoid known periods of high activity in their employment.

I.
ENTRY QUALIFICATIONS

1.
The minimum entry qualifications for the field are:

· a good Honours degree in a Life Science, Mathematical/Statistical or Computing discipline

· a degree in another subject or equivalent plus a minimum of one years experience in Clinical Data Management.

· an alternative qualification such as a healthcare related professional qualification, HNC or HND plus a minimum of two years experience in Clinical Data Management (will normally register for the Postgraduate Certificate course in the first instance).

· at least four years experience in the pharmaceutical industry, with demonstrable experience in several major CDM areas (will normally register for the Postgraduate Certificate course in the first instance).

In addition to this students are normally expected to be employed within the pharmaceutical or related industries.
Notwithstanding the above the course team is committed to widening access to educational provision and all cases will be considered on their individual merits. Students who wish to use their overseas qualifications in support of their application, should send full details of their course of study together with details of their performance.

Overseas students are required to have reached an equivalent academic standard as that required for home students.

Language Requirements (for students whose first language and education is not English)
IELTS – minimum 6.5

TOEFL – minimum 570 plus grade 5 in the test for written English

TOEFL computer based – minimum 230 plus essay score of 5

2.
Typical entry qualifications set for entrants to the field are:

· an Honours degree in a Life Science, Mathematical/Statistical or Computing discipline plus 1-2 years relevant work experience;

· 6-7+ years relevant work experience in clinical data management.

J.
CAREER OPPORTUNITIES

Students on this course are already in relevant employment – the qualifications offered are intended to enhance their professional standing and increase their opportunities to move on, in the future, to senior management positions within the pharmaceutical or related industries.

K.
INDICATORS OF QUALITY

· The Faculty was awarded a New Technology Institute in 2002.  This has the focus of IT skills in Business for South West London.

· Kingston has been recognised as a high quality teaching institution
· Kingston University's research programmes have been recognised as nationally and internationally competitive in the last RAE and its originality and importance is reflected in greatly increased support from government, industry, and charities

· Current CISM research  includes Bioinformatics, Information Management, Computer Vision and Digital Imaging, Electronic Commerce, Data Communications and Networking, Software Engineering, Learning Technology, New Media Design and Adaptive Complex Systems
L.
APPROVED VARIANTS FROM THE UMS/PCF

n/a
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