MSc Anaesthesia (the College of Anaesthetists RCSI/NUI)

Module: Basic Principles of Clinical Research

Course delivered: by Departments of Epidemiology and Public Heath, and Anaesthesia and Intensive Care Medicine at University College Cork, Ireland.

Course Directors: Professor Ivan Perry, Professor George Shorten.

Format: Twelve units delivered by distance learning media (website) and two  intensive on-site courses (one for one day and one for two days). 

Recommended Textbooks: 
Designing Clinical Research. Steven B. Hulley, Steven R. Cummings. 2nd edition. Williams and Wilkins.

Available from BMJ online bookshop, see: http://www.bmjbookshop.com/shop/default.asp
	[image: image1.png]



	Basic Epidemiology 

£11.25  




Beaglehole, R.; Bonita, R.; Kjellstrom, T.
World Health Organization 




	Pocket Guide to Grant Applications 
	£17.95  
	



	Crombie, I.K.; Florey, C. du V.
BMJ Books 
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	Research into Health Care 

£37.50  




Crombie, I.K.; Davies, H.T.O.
John Wiley and Sons Ltd 
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	A-Z of Medical Writing 

paperback
£14.95

eBook (view only)
£11.21

eBook (view and print)
Albert, Tim
BMJ Books




Educational objectives.

1. To facilitate students in acquiring a knowledge and understanding of the principles which underlie clinical research including design, grant writing data collection, manuscript preparation and publication.

2. To illustrate in a practical manner how these principles are applied to clinical research questions, in particular in the areas of anaesthesia and intensive care medicine.

3. To provide an overview of clinical research in anaesthesia today and the factors which will influence it in the future. 

4. To facilitate students in improving the quality of their appraisal of medical literature. 

Course Assessment: 

Continual assessment (30%).
An “open book” assessment will be offered with each of 12 units posted to the module website. Together, the marks awarded for these assessments will account for 30% of the final mark for this module. Each assessment will comprise questions based on, but not limited to the unit it accompanies. The responses to each of these assessments must be returned by email to the address and by the date indicated in the website. 

End of year assessment (70%).

End of year assessment (70%)

i. Supervised written examination (40%) 

ii. Research grant preparation and presentation (30%).

Duration

Contact hours: (Equivalent ): 



24 

= 
24 

Preparation/study hours: 


60 (12 X 5) + 12
= 
72

Assessment hours: 



 24 (2 X 12) + 3 
= 
27
Total: 









123

Course Content

Section I. (Web based component).

Each of the following stand alone  units will cover a discrete section of the course using text and illustrations. These will be posted to the module website in two sections Section 1 (Units 1-6) and Section 2 (Units 7-12) and will be accompanied by recommended reading. The open book assessment questions will be posted to the website and responses will be due by the dates indicated below. (Please ensure that the email address that you have provided to the examinations office is correct).
Units – Section 1
1. Designing and planning a quantitative research project. 

(Designing your research project)

Professor Ivan Perry.

The nature of research; generating an hypothesis; common study designs in medicine; measurement; sampling; principles of data collection; data entry; ethics of scientific enquiry. Answers to the questions for units 1 and 2 (joint questions for these two units) 31/10/05 by email to : Karen Mulcahy  [K.Mulcahy@ucc.ie] for the attention of Professor Ivan Perry.
2. Observational research methods.

Professor Ivan Perry

Nomenclature; ecological studies; cross sectional studies; case control studies; cohort studies. Answers to the questions for units 1 and 2) (joint questions for these two units) provided due no later than 4/11/05 : by email to : Karen Mulcahy  [K.Mulcahy@ucc.ie] for the attention of Professor Ivan Perry.
3. Experimental study designs.

Dr Birgit Greiner 

Requirements for experimental research; nomenclature; randomised controlled trials; field trials, community trials; bias and confounding factors; meta-analysis. Answers to the questions provided due no later than 14/11/05  by email to Karen Mulcahy  [K.Mulcahy@ucc.ie] for the attention of Dr Birgit Greiner.
4. Causation in epidemiological studies.

Dr Birgit Greiner

Defining causation; study design and causation; some examples – testing for causation. Answers to the questions provided due no later than 28/11/05 by email to Karen Mulcahy  [K.Mulcahy@ucc.ie] for the attention of Dr Birgit Greiner.
5. Clinical research in anaesthesia – problems and pitfalls.

Professor George Shorten
Funding, training and mentorship, common errors in design, selection of an hypothesis – originality; feasibility; importance, the “straw man”, the non-question; the Type II error. Answers to the questions provided due no later than 12/12/05 by email to shorteng@shb.ie
6. Searching the Medical Literature

Ms Rosarie Buttimer

A system is described for searching the medical and scientific literature; defining the search objective; selecting terms and keywords; accessing medical and scientific data bases; search logic. Answers to the questions provided due no later than 9/1/05 by email to r.buttimer@ucc.ie.
Intensive One Day Course. Friday, January 13, 2006.
Venue: Brookfield Health Sciences Centre, College Rd Cork.  Rm:  304 
0845 – 1100. Workshop. Generating an Hypothesis

1130- 1245. Searching the Medical Literature

Lunch

1400 – 1730. Workshop. Clinical Research in Anaesthesia – Practical issues

Units Section 2. 

7. Applying for Grants.

Professor Ivan Perry

A template is presented for preparation of Research Proposals and Grant Applications. In addition to the study protocol, criteria will be suggested  for defining timetable and milestones, describing existing facilities, the financial plan, justification of costs, and supervision. Answers to the questions provided due no later than 30/1/06 by email to : Karen Mulcahy  [K.Mulcahy@ucc.ie] for the attention of Professor Ivan Perry.
8. Critical Reading

Professor Paul Redmond

Using examples from the literature, a systematic approach to selection and interpretation of original articles is presented. Answers to the questions provided due no later than 13/2/06 by email to shorteng@shb.ie
9. Project Cycle Management

Dr Birgit Greiner

Defining the hierarchy of objectives; project planning; project cycle management; project logical framework; time management, the GANNT chart. Answers to the questions provided due no later than 27/2/06 by email to : Karen Mulcahy  [K.Mulcahy@ucc.ie] for the attention of Dr Greiner.
10. Ten steps to publication.

Professor Ivan Perry

Examination of a market-led model for evaluation of scientific writing, formulation of a personal action plan, setting a “writer’s brief”, macro- and micro-editing, internal reviewing, and maximising creativity. Answers to the questions provided due no later than 13/3/06 by email to : Karen Mulcahy  [K.Mulcahy@ucc.ie] for the attention of Professor Ivan Perry.
11. Writing a manuscript for the anaesthetic literature.

Dr Leo Kevin. 

The principles of manuscript preparation outlined above will be applied to specific clinical topics currently appearing in the anaesthetic literature. Answers to the questions provided due no later than 27/3/06 by email to shorteng@shb.ie.
12. Trends in Anaesthesia Publishing.

Dr Ciaran Twomey

Determinants of anaesthesia research funding, a global perspective on anaesthetic research, measures of quality, impact factors of anaesthesia journals, the peer review process, authors and editors’ responsibilities. Answers to the questions provided due no later than 10/4/06 by email to shorteng@shb.ie.
Intensive Two Day Course April 20-21, 2006
Venue: Brookfield Health Sciences Centre, College Rd, Cork.  Rm  223

Day 1

0900 – 1230: Manuscript preparation workshop

1400 – 1730: Grant presentation - workshop

Day 2

0900 1230: 
Anaesthetic protocol design workshop

1400- 1700: 
Examination (MCQ + Essay paper)

