EBP 2007 Summary
	Week
	Subject
	Lecture
	Key points in lecture

	1
	Searching literature
	Drug information resources
	Hierarchy of literature

Searching PubMed and other tertiary databases

Government resources

	2
	Case report / drug safety
	Drug safety
	National drug safety mechanism

Reporting ADR’s

Vioxx case study

	
	
	How to assess causality
	Elements for causal association

Naranjo algorithm

	
	
	Post-marketing in the US
	Current system

Problems

	3
	Case series
	Study designs and causality in studies without control groups
	General study design

Observation vs. experiment

Internal validity

Random error

Systematic error introduction

Regression to the mean

	
	
	Generalizability
	Sampling bias

Effect modification

Inclusion/exclusion criteria

Subgroup analysis

Phases in drug development

Narrow vs. broad

Internal vs. external validity

	
	
	Critical literature appraisal
	Example

	4
	Observational studies 1 – cohort study
	Biostats refresher
	P-values and CI’s

Confounding

Multivariate adjustment

	
	
	Causality in quasi-experimental / observational studies
	Ecologic study

Quasi-experimental

Observational study

Cohort study

Selection bias

Confounding by indication

Measurement bias

Attrition bias

	
	
	Measures of frequency and association
	Incidence, Prevalence

Person-time, Relative risk, Odds ratio

Absolute risk reduction

NNT / NNH

	5
	Observational studies 2 – case-control
	Observational studies 2
	Case-control study

Comparison with cohort

Odds of exposure vs. risk of outcome

Nested case control study

	
	
	Measurement and misclassification
	Primary vs. secondary data

Misclassification of exposure

Misclassification of outcome

Instrument validity

Measurement bias

Non-differential misclassification

	
	
	How to evaluate an observational study
	Example

Unadjusted RR vs. adjusted RR

	6
	RCT 1
	Randomized controlled trials
	RCT definition, design, and types

Drug development process

Role of FDA

VIGOR and APPROVE examples

	
	
	Bias in RCT’s
	Randomization, Stratification

Blinding, Attrition bias

Intention to treat

RR vs. ARR vs. HR

Survival analysis

	
	
	Biostats refresher for RCT’s – sample size and power
	Hypothesis testing

Type 1 / Type 2 error

Power, Sample size, Effect size

Under / over-powered

Statistical vs. clinical significance

	7
	RCT 2
	Measurement
	Real outcomes

Surrogate outcomes

Process outcomes

Reliability vs. validity

Continuous measures

Clinical significance

	
	
	Critique of ALLHAT
	Critique example

	8
	RCT 3
	Randomized controlled non-inferiority trials
	Definition and design of NI trials

Comparator

Power / sample size

Non-inferiority margin

Random error

Effect of biases

ITT vs. PP

	
	
	When does it really matter?
	Lack of control group

Impact of bias

Problem with ITT for noncompliance

	9
	Meta-analyses
	Systematic reviews and meta-analyses
	Systematic reviews

Guidelines and evidence summaries

Categories of evidence – scoring

Pooling results

Publication bias 

	
	
	Decision-making in the absence of RCT’s
	P & T committee

Formulary

Levels of evidence

Use of lower levels of evidence

Nesiritide example

	10
	Quality and patient safety
	Quality deficits in healthcare 1
	Patient safety

Adverse drug events

National healthcare quality report

Quality indicators

	
	
	Quality deficits in healthcare 2
	QI process

Hierarchy in quality targets

Group projects

	11
	Measuring quality
	Assessment of quality and reasons for variation
	Life cycle of quality deficits

Reasons for variation – setting, provider, patient

Root cause analysis

	
	
	Assessment of quality
	Quality measure validity

Case stuff

Benchmarks / baseline values

	12
	Quality improvement interventions
	Interventions to improve the quality of care
	Key QI practices and strategies

AHRQ resources

What works and what does not

	
	
	How to evaluate QI interventions
	Key flaws in QI studies

How to choose an intervention

	13
	Study designs of QI studies
	Evaluation design for a QI study
	Critical components of an analytic study

Data analysis options

Power calculations recap

	
	
	Causality in quasi-experimental studies
	Definition of quasi-experimental studies

Types of Q-E studies

Biases in intervention studies

	14
	Presenting proposals
	Poster presentation
	Basics of poster presentation

	15
	Predicting the impact of QI interventions
	How to estimate the impact of a QI program
	Extrapolation to outcomes

Calculations with patient years

Basic pharmacoeconomics

Discounting


