PQHS 450
Clinical Trials and Intervention Studies 
Preliminary Syllabus, Spring 2019

[bookmark: _GoBack]Course Description: Issues in the design, organization, and operation of randomized, controlled clinical trials and intervention studies. Emphasis on long-term multicenter trials. Topics include legal and ethical issues in the design; application of concepts of controls, masking, and randomization; steps required for quality data collection; monitoring for evidence of adverse or beneficial treatment effects; elements of organizational structure; sample size calculations and data analysis procedures; and common mistakes. Recommended preparation: PQHS/EPBI 431 or consent of instructor. Offered as PQHS 450 and MPHP 450.
Instructor:	Loretta Szczotka-Flynn OD, PhD
		Professor; Department of Ophthalmology & Visual Sciences 
		and Population & Quantitative Health Sciences
		University Hospitals of Cleveland, Lakeside 4123	
		216-844-3609
		Loretta.szczotka@case.edu or Loretta.szczotka@uhhospitals.org
		Office Hours: By appointment.

	
Classroom:    Wood Building WG73
Time:              Monday and Wednesday 9:00-10:15am
Required Text: 		
Friedman LM, Furberg CD, DeMets DL, Reboussin DM, Granger CB. Fundamentals of Clinical Trials, 5rd Edition, Springer-Verlag: New York, 2015. (Available as an e-book through the OhioLink Electronic Book Center: 

http://ebooks.ohiolink.edu/xtf-ebc/view?docId=tei/sv3/9783319185392/9783319185392.xml;query=Friedman%20Furberg%20DeMets;query-join=and;brand=default
 
Optional Text: 
Clinical trials: study design, endpoints and biomarkers, drug safety, and FDA and ICH guidelines / by Tom Brody (2012) 
Available as an e-book at CWRU Health Sciences Library http://catalog.case.edu/record=b3481543 
NOTE: If you want to access it off campus, you’ll need to launch the Case VPN first.  If accessing from your device on campus, you need to be connected to Case Wireless (not Case Guest).
Also available through ClinicalKey at University Hospitals of Cleveland Core Library https://uhcommunity.uhhospitals.org/CoreLibrary/Pages/default.aspx
Software:   Students will be asked to utilize either SAS, SPSS, or R Statistical Software of their 		        choice for 3-4 assignments. Available from Case Software Center. Software is also 		        loaded on all PCs in Dept. PC Labs. 

Preliminary Schedule Subject to Change: 
	DATE
	INSTRUCTOR
	TOPIC
	Readings

	Jan 14
	L. Szczotka-Flynn
	Introduction/What is a Clinical Trial
	Friedman  Chapter 1
Brody Chapter 4 

	Jan 16
	L. Szczotka-Flynn
	Ethics
CONSORT

	Friedman  Chapter 2
CONSORT Statement 2010

	Jan 21
	MLK NO SCHOOL
	

	Jan 23
	L. Szczotka-Flynn
	Informed Consent
	Friedman  Chapter 2
Brody Chapter 30

	Jan 28
	L. Szczotka-Flynn
	Defining the Question/HRQoL
	Friedman  Chapter 3 and 13
FDA Guidance on Multiple Endpoints
Brody Chapters 11-16
HRQoL Brody Chapter 22-24

	Jan 30
	L. Szczotka-Flynn
	Study Population/Baseline Assessment
	Friedman  Chapter 4 & 9
Brody Chapter 4 (Inclusion/Exclusion, Subgroups and Stratification)

	Feb 4
	L. Szczotka-Flynn
	Basic Study Designs
	Friedman  Chapter 5
Brody Chapter 2 (Study Schema); 3 (Run In Period)

	Feb 6
	L. Szczotka-Flynn
	Blinding

	Friedman  Chapter 7
Brody Chapter 6

	Feb 11
	L. Szczotka-Flynn
	Recruitment, Monitoring
Data Collection & Quality Control
	Friedman  Chapter 10 & 11
FDA Guidance for Industry. Oversight of Clinical Investigations--A Risk-Based Approach to Monitoring. 

	Feb 13
	L. Szczotka-Flynn
	Participant Adherence 
	Friedman  Chapter 14

	Feb 18
	L. Szczotka-Flynn
	Adverse Events and Reporting Guidelines 
	Friedman  Chapter 12
Brody Chapter 25
www.uhhospitals.org/~/media/UH/documents/research/irb-event-reporting-unanticipated-problems-adverse-events-and-protocol-deviations.pdf
FDA Guidance AE Reporting

	Feb 20
	L. Szczotka-Flynn
	Data & Safety Monitoring Committee
	Friedman  Chapter 16
Brody Chapter 25

	Feb 25
	J. Albert
	Randomization Part 1
	Friedman  Chapter 6

	Feb 27
	J. Albert
	Randomization/
Minimization Part 2
	Friedman  Chapter 6

	March 4
	M. Schluchter
	Sample Size Part 1
	Friedman  Chapter 8
Brody Chapter 10

	March 6
	M. Schluchter
	Sample Size Part 2
	Friedman  Chapter 8
Brody Chapter 10

	March 11
	NO SCHOOL SPRING BREAK
	

	March 13
	NO SCHOOL SPRING BREAK
	

	March 18
	P. Fu
	Survival Analysis Part 1
	Friedman  Chapter 15
Brody Chapter 9

	March 20
	P. Fu
	Survival Analysis Part 2
	Friedman  Chapter 15

	March 25
	S. Debanne
	Interim Analyses
	Friedman  Chapter 17

	March 27
	S. Debanne
	Data Analysis Issues
ITT, PP
	Friedman  Chapter 18
Brody Chapter 8

	April 1
	TBD
	Data Analysis Issues Continued 
	Friedman  Chapter 18

	April 3
	L. Szczotka-Flynn
	Study Closeout
	Friedman  Chapter 19

	April 8
	L. Szczotka-Flynn
	Class Presentations
	

	April 10
	L. Szczotka-Flynn
	Class Presentations
	

	April 15
	L. Szczotka-Flynn
	Class Presentations
	

	April 17
	L. Szczotka-Flynn
	Reporting and Interpretation of Results
Clinicaltrials.gov 
	Friedman  Chapter 20

	April 22
	L. Szczotka-Flynn
	Regulatory Issues, Multi-Center Trials
	Friedman  Chapter 21 and 22
ICH E6 Guideline for Good Clinical Practice E6(R2)
Brody Chapter 33

	April 24
	L. Szczotka-Flynn
	Risk Assessment Tools
	Brody Chapter 25

	April 29
	L. Szczotka-Flynn
	Review
	



Assignments
Final due dates will be solidified throughout the semester and provided on written instructions governing each assignment:
CONSORT Checklist Assignment Due ~ Feb 4th
Write a Study Protocol (minus statistical section) Due ~ Feb 18th
Write the Informed Consent Form Due ~ Feb 25th
Write the Data & Safety Monitoring Committee Charter Due ~ March 6th
3-4 Statistical Problem Worksheets Due between Feb 27-April 3
Class Presentation of your Hypothetical Clinical Trial Due April 8
Write the Statistical Analysis Plan Due ~ April 17th
Risk Assessment Project Due Finals Week

Grade Calculation:
	ASSSESSMENT
	TOTAL POINTS POSSIBLE

	Individual and group participation (attendance):
	100

	Worksheet Assignments (CONSORT, Statistical Problems)
	20 points each

	Study Protocol 
	100

	Informed Consent
	50

	DSMC Charter
	100

	Class Presentation
	100

	Statistical Analysis Plan
	100

	Risk Assessment 
	100



Homework assignments are due by the beginning of class on the day they are due, either as a hard copy handed in or electronically. Late assignments: For assignments submitted late without prior approval, grades will be reduced by 20% if turned in within 24 hours of the due time/date, 40% within 48 hours, and will not be accepted after that. 
