Course title: 
Epidemiology I: Clinical Epidemiology (MSCI 5030)
Dates:

Sept 13 – 24
Times: 
           8:30 - 11:30; 12:45 - 3:45
Room:  

See list on page 3
Description of the course:

The course will provide an introduction to the principles of Epidemiology, which consists of 3 major parts. (Part I) basic introduction including the design of clinical research with a focus on epidemiological study designs, measures of disease frequency, measures of association, concepts on confounders and interaction will be taught by Dr. Shintani. (Part 2) an introduction to the design and analysis of clinical epidemiological studies with topics including diagnostic studies, prognostic studies, therapeutic studies and etiologic (notably side-effects) studies will be taught by Dr. Moons. (Part 3) Case-studies of data analysis corresponding to each study design introduced in the part II will be taught by Dr. Shintani.     
Instructors: 

Karel (Carl) G.M. Moons, PhD
Professor of Clinical Epidemiology 
University of Utrecht 
Julius Center for Health Sciences and Primary Care

K.G.M.Moons@umcutrecht.nl
http://www.juliuscentrum.nl/julius/People/tabid/519/Default.aspx
Linda Peelen, PhD
Assistant Professor of Clinical Epidemiology 
University of Utrecht 
Julius Center for Health Sciences and Primary Care

L.M.Peelen@umcutrecht.nl
Course Schedule 
	Week 1
	Room
	Basic Epidemiology (Shintani) 
	Required Reading

	Monday, Sept 13
	RLH 412
	Epidemiological Causation 

Study Design I:  Observational studies, Prospective and retrospective cohort study  (Chapter 1)
	Gordis Chp9, 14
Rothman 1, 4

	Tuesday, Sept 14
	RLH 439
	Study Design II: Cross-sectional study, Case-control study (Chapter 2)
	Gordis Chp 10,

13,15

Rothman 4, 5 

	Wednesday, Sept 15
	RLH 439
	Measures of Disease Frequency: Risk and Rate (Chapter 3)

	Gordis Chp 3, 4

Rothman Chp 3

	Thursday, Sept 16
	RLH 439
	Measures of Association: Odds ratio; Relative Risk, Rate ratio (Chapter 4) 
	Gordis Chp 11

Rothman 3, 4

	Friday, Sept 17
	RLH 412
	Confounders and Effect Modification (Chapter 5)  
	Gordis Chp 15

Rothman 8, 9

	Week 2
	
	Clinical Epidemiology (Moons)
	

	Monday Sept 20
	RLH 412 
	Types of clinical research and how to 
phrase a research question 
	See the list on 
Pages  3 and 4

	
	
	Validity and generalisability 
	

	Tuesday Sept 21
	RLH 439
	Diagnostic research (1)  
	

	
	
	Diagnostic research (2)  
	

	Wednesday, Sept 22
	RLH 439
	Prognostic/ Etiologic research (1) 
	

	
	
	Prognostic / Etiologic research (2)
	

	Thursday, Sept 23
	RLH 439
	Therapeutic / Intervention research 
	

	
	
	Therapeutic / Intervention research 
	

	Friday, Sept 24
	RLH 412
	Drug Risk Assessment 
	

	
	
	Drug Risk Assessment 
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Reading list for Dr. Moons’ Lectures

Reader Contents

Required literature throughout the course:  Grobbee DE, Hoes AW. Clinical Epidemiology.  

Day 1

Required literature:
Moons KG, Grobbee DE. Clinical Epidemiology: an introduction. In: Vaccaro AR, ed. Orthopedic Knowledge Update: 8. Rosemont: American Academy of Orthopaedic Surgeons, 2005:109-18.
Grobbee DE. Epidemiology in the right direction. The importance of descriptive research. Eur J Epidemiol 2004:19:741-4.

Background Literature:

Rothman KJ. Epidemiology. An introduction.  Oxford University Press 2002.

Classical Example: Richard Doll and Austin Bradford Hill. Smoking and carcinoma of the lung. Brit Med J 1950;68-77 

Classical Example: Horwitz RI, Feinstein AR. The New England Journal of Medicine 1978 Nov 16;299(20): 1089-94

Day 2

Required literature:

Moons KG, Grobbee DE. Diagnostic studies as multivariable, prediction research. J Epidemiol Community Health. 2002;56:337-8.

Bossuyt PM, Reitsma JB, Burns DE, et al. Towards complete and accurate reporting of studies of diagnostic accuracy: the STARD initiative. BMJ 2003; 326

Moons KGM, Harrell FE. Sensitivity and specificity should be de-emphasized in diagnostic accuracy studies. Acad Radiol 2003;10:670-2.

Background Literature:

Schouw vd YT, Verbeek ALM, Ruijs JHL. ROC curves for the initial assessment of new diagnostic tests. Fam Pract 1992;9:506-11.

Rutten FH, Moons KGM, Hoes AW: Improving the quality and clinical relevance of diagnostic studies. BMJ 2006; 332: 1129-30.
Moons KGM, Es van G, Deckers JW, et al. Limitations of sensitivity, specificity, likelihood ratio, and Bayes’ theorem in assessing diagnostic probabilities: A clinical example. Epidemiol 1997;8:12-17.

Moons KGM, Biesheuvel CJ, Grobbee. Test research versus diagnostic research. Clin Chem 2004:3;473-6.  

Moons KG, Grobbee DE: When should we remain blind and when should our eyes remain open in diagnostic research. J Clin Epidemiol 2002; 55: 633-6.

Oostenbrink R, Moons KGM, Bleeker SE, Moll HA, Grobbee DE. Diagnostic research on routine care data. Prospects and problems. J. Clin Epidemiol 2003;56:501-506.

Biesheuvel CJ, Grobbee DE, Moons KG: Distraction from randomization in diagnostic research. Ann Epidemiol 2006; 16: 540-4.
Practical

Rietveld RP, et al. Predicting bacterial cause in infectious conjuctivitis: cohort study on informativeness of combinations of signs and symtpoms. BMJ 2004; 329:206-10. 

Day 3

Required literature:

Laupacis A, Sekar N, Stiell IG. Clinical prediction rules. A review and suggested modifications of methodological standards. JAMA 1997 Feb 12;277:488-94.

Justice AC, Covinsky BE, Berlin JA. Assessing the generalizability of prognostic information. Ann Intern Med 1999;130:515-24.

Harrell F.E., Lee KL, Mark DB. Tutorial in biostatistics. Multivariate prognostic models: issues in developing models, evaluating assumptions and adequacy, and measuring and reducing errors. Statistics in Medicine 1996;15: 361-87.
Background Literature:

Altman DA, Royston P. What do we mean by validating a prognostic model? Statistics in Medicine 1999;19:453-73.

Moons KGM, Harrell FE, Steyerberg EW. Should scoring rules be based on odds ratios or regression coefficients? J Clin Epidemiol. 2002; 55: 1054-5.
Moons KG, Donders ART, Steyerberg EW, Harrell FE: Penalized maximum likelihood estimation to directly adjust diagnostic and prognostic prediction models for overoptimism: a clinical example. J Clin Epidemiol 2004; 57: 1262-70.
Kalkman CJ, Bonsel GJ, Visser K, Moen J, Grobbee DE, Moons KGM: Preoperative prediction of severe postoperative pain. Pain 2003; 105: 415-23.
Bleeker SE, Moll HA, Steyerberg EW, Donders AR, Derksen-Lubsen G, Grobbee DE, Moons KG: External validation is necessary in prediction research: A clinical example. J Clin Epidemiol 2003; 56: 826-32.
Practical:

Graefen M, Karakiewicz PI, Cagiannos I, Klein E, Kupelian PA, Quinn DI, et al. Validation study of the accuracy of a postoperative nomogram for recurrence after radical prostatectomy for localized prostate cancer. J Clin Oncol 20:951-956.

International Neonatal Network. The CRIB score: a tool for assessing initial neonatal risk and comparing performance of neonatal intensive carew units. Lancet 1993:342:193-8.

Day 4

Required literature:

Moher D, Schulz KF, Altman DG. The Consort statement: revised recommendations for improving the quality of reports of parallel-group randomised trials. Lancet 2001;357:1191-4.

Guyatt GH, Sackett DL, Cook DJ. Users’ guides to the medical literature. I.How to use an article about therapy or prevention. Are the results of the study valid. JAMA 1993;270:2598-601.

Grobbee DE, Hoes AW. Confounding and indication for treatment in evaluation of drug treatment for hypertension. BMJ 1997;315:1151-4.

Background Literature:

Opstelten W, Wijck van AJ, Moons KGM: Design issues for studies into prevention of chronic pain: lessons from postherpetic neuralgia. Anaesthesia 2004; 59: 211-5
Guyatt GH, Sackett DL, Cook DJ. Users’ guides to the medical literature. II. How to use an article about therapy or prevention. What were the results and will they help me in caring for my patients. JAMA 1994;271:59-63.

Ridgway PF, Darzi AW. Placebos and standardising new surgical techniques. Placebo controlled trials are needed in a few well selected conditions. BMJ 2002;325:560.

McCulloch P, Taylor I, Sasako M, Lovett B, Griffin D. Randomised trials in surgery: problems and possible solutions. BMJ 2002;324:1448-51.

Dijk van D, Jansen EWL, Hijman R, Nierich AP, Diephuis JC, Moons KGM, Lahpor JR, Borst C, Keizer AMA, Grobbee DE, Jaegere de PT, Kalkman CJ: Cognitive outcome after off-pump and on-pump coronary artery bypass graft surgery: a randomized trial. JAMA 2002; 287: 1405-12.

Practical

Kontiokari T, Sundqvist K, Nuutinen M, Pokka T, Koskela M, Uhari M. Randomised trial of cranberry-lingonberry juice and Lactobacillus GG drink for the prevention of urinary tract infections in women. BMJ 2001;322:1-5.

Emsley RA, Raniwalla J, Bailey PJ, Jones AM, et al. A comparison of the effects of quetiapine (‘Seroquel’) and haloperidol in schizophrenic patients with a history of and a demonstrated, partial response to conventional antipsychotic treatment.  Int Clin Psychopharmacol 2000; 15:121-31.
Day 5

Required literature:

Vandenbroucke JP, et al. Strengthening the Reporting of Observational Studies in Epidemiology (STROBE): explanation and elaboration. Ann Int Med 2007:147;163-94.

Shakir SA, Layton D. Causal association in pharmacovigilance and pharmacoepidemiology: thoughts on the application of the Austin Bradford-Hill criteria. Drug Saf. 2002;25:467-71.


Vandenbroucke J. When are observational studies as credible as randomised studies. Lancet 2004:363:1728-31.

Background Literature:

Hoes AW. Case-control studies. Neth J Med 1995;47:36-42.

Atuah KN, Hughes D, Pirmohamed M. Clinical pharmacology : special safety considerations in drug development and pharmacovigilance. Drug Saf. 2004;27:535-54.

Herings RMC, Urquhart J, Leufkens HGM. Venous thromboembolism among new users of different oral anticonceptiv
