Practical Issues in Research Operations
EPI 587
INSTRUCTOR:

Annette L. Fitzpatrick, PhD
Research Associate Professor
Department of Epidemiology
fitzpal@u.washington.edu 
Campus office I-101c (206) 221-4345
Off-Campus Office (Sand Point – Magnuson Park): (206) 897-1903

Office Hours:  Mondays 1:00 pm – 4:00 pm or by appointment
COURSE SCHEDULE:
Offered: Winter Quarter
Day:   Mondays
Time:  10:30 – 12:20 pm 
Classroom: T663 (Health Sciences Building)
Course Website :

http://courses.washington.edu/epi587/ 

COURSE DESCRIPTION:

While knowledge of study design and statistical analysis skills is critical in medical research, there are many other issues that a researcher must address to successfully complete a project.  This seminar-style course is offered to provide the pragmatic aspects of doing clinical research, primarily covering the day-to-day operations of conducting a study.  The course will cover all of the basics necessary to plan, implement, and manage a research study.  Topics include human subjects and Institutional Review Board application, data collection methods, hiring and training of staff, participant recruitment, follow-up and retention, data management, quality assurance and control, results reporting, study monitoring, communications, and budgeting. The course will consist of 9 two-hour seminar style lectures with some computer instruction included. The final session will consist of student presentations of their own research focusing on topics covered in class.  Lectures are conducted by a research faculty member currently immersed in epidemiologic multidisciplinary and collaborative studies supplemented with guest lecturers from other departments in the University.
PREREQUISITES:

Participation in K12 Clinical Scholars Program or 

At least second year standing in MPH or PhD program and completion of at least 1 graduate level course in Epidemiology and Biostatistics or 

Permission from the instructor
READINGS:  
Hulley & Cummings: Designing Clinical Research (UCSF) – Required Text
I have requested the Health Science Library to put a copy on reserve for this class.

Other readings will be provided by for you a minimum of one week prior to the class.

Other resources:
Usherwood:  Introduction to project management in health research:  a guide for new researchers

(Philadelphia: Open University Press, 1996)

Gilman:  Inventivity: the art and science of research management (New York: Van Nostrand Reinhold, c1992)

Okolo, ed:  Health research design and methodology.  (Boca Raton: CRC Press, c1990)

Sapienze:  Managing scientists: leadership strategies in scientific research.  (Hoboken: Wiley-Liss, c2004)

Portney: Foundations of Clinical Research: Applications to Practice (2nd Edition)
Various Handouts as Needed

LEARNING OBJECTIVES:
At the end of this course, the student will be able to:

1) Compare the different levels/categories of human subjects approvals and determine which is most appropriate for one’s own project(s);
2) Develop content for an informed consent;
3) Obtain Human Subjects and HIPAA certification as a study investigator;

4) Outline the necessary components of a study protocol;
5) Identify sources for acquiring data collection instruments pertaining to  specific types of studies;

6) Apply basic rules of questionnaire development, reliability and validity to one’s own project(s).

7) Design questionnaires to maximize database and entry requirements;
8) Organize a Manual of Operations for a variety of clinical forms and procedures;
9) Describe skills necessary for specific types of research tasks and the advantages of a multi-disciplinary team;
10) Plan a staff training;

11) Define relevant populations of interest and sampling frames for different types of studies;
12) Develop eligibility requirements, recruitment approaches, retention strategies, and appropriate incentives for successful clinical research studies;

13)  Compare approaches to data entry and determine the best method for different study designs and budgets; 
14) Integrate principles of database design and data management into one’s own project(s);
15) Set up a data base;

16) Define and compute specific analytic variables to facilitate analysis of data.

17) Implement quality assurance and quality control procedures into a study protocol;

18) Develop a variety of reports to meet both operations and scientific needs of a study;
19) Use communication tools to enhance collaboration and productivity of a project;
20) Design reports and procedures to effectively monitor your project and address potential problems as they arise;

21) Construct a budget to include items across all stages of a project and provide justification for conduct of the study.
ASSESSMENT:
This class has been designed as pass/fail for two credits.  Assessment is as follows:



1)   Participation in class discussion (75%).




2)   Homework assignment (primarily readings, some additional assignments for those




       relating to specific class topics will be made).(15%).

3) Final Presentation: (10%) Describe a research project you are currently working on OR that you’d like to work on.  Comment on your approach to the issues discussed in class, e.g. challenges or approach with Human Subjects approval, development of a protocol and MOP (did you/will you develop one? If not, why not?), questionnaires and instruments used/to be used, why were they chosen?  What is your sampling frame and how did/will you recruit participants? ETC. 

4) All students who do not currently have Human Subjects certification will be required to complete the online modular program.  Completion of the HIPAA approval will be optional; those who will be in direct contact with participants/patients are required to complete this, so it is encouraged here. 
EPI590D:  CLASS DESCRIPTION
	Week/

Session
	Topic
	Class Description/Contents
	Lecturer

	1

01-05-09

	Overview

Human Subjects

Data Collection
	Introduction to Research Operations/Overview
A review of topics to be covered in this class as well as those not covered will be addressed.  A brief explanation of epidemiologic terms with which students should be familiar will be provided.
Practical Aspects of Human Subjects and IRB Applications  
A brief overview of human subjects applications and important items to include for the different categories of studies will be discussed.  Other topics to be addressed include protection of human subjects and confidentiality, completion of an application form, just-in-time approvals, required IRB approvals needed outside of UW, development of an informed consent and assent, use of study IDs, HIPAA requirements and when an IND is necessary.
Protocol Development

We will review different types of studies and implications for protocol development. A review of the specific components that should be present in all  protocols will be provided. The pros and cons of different types of data collection methodologies including cost and participant burden will be discussed.

Required Reading: Chapter 14, Hulley and Cummings: Addressing Ethical Issues
Required Reading:  The Ginkgo Evaluation of Memory (GEM) Study Protocol (provided on web).

 Assignments: Complete the Human Subjects regulations online courses offered by CITI; HIPAA certification is optional (please see instructor for password)
	AF


	2
01-12-09
	Personnel
Data Collection
	Hiring  Staff

We will review issues on hiring staff including qualifications for different jobs and the general process of hiring staff/firing.  Different UW job classifications for specific duties will be addressed.  How to train staff and implement the study, covering interviewing and study procedures will be a focus of this class as well.

Choosing your Instruments

Issues involving use of standardized instruments versus developing one’s own will be discussed.  Other issues include choosing a study instrument (forms and questionnaires) and tips for developing your own questionnaire. Information for using a computer application at the Health Sciences Library to help investigators find standardized questionnaires and instruments on a variety of topics will be discussed and access to a  tutorial called "Finding Measurement Tools" will be provided. 

Required Reading:  Chapter 4.”Staffing your Laboratory” in Making the Right Moves: A Practical Guide to Scientific Management for Postdocs and New Faculty. Burroughs Wellcome Fund, Howard Hughes Medical Institute (provided on website)
Required Reading:  Chapter 15, Hulley and Cummings: Designing Questionnaires and Data Collection Instrument
	AF



	3

01-26-09

	Data Collection
Recruitment  and Retention
	Training Staff and Collecting Data

Guest Speaker Kris Wicklund is a Senior Staff Scientist at the Fred Hutchinson Cancer Research Center in the Cancer Epidemiology Research Cooperative (Public Health Sciences),  She will talk about implementing questionnaires and using study forms focusing on training interviewers and the administration of instruments.  Kris runs the telephone data center at the Hutch.

Strategies for Recruitment and Retention

We will review strategies related to recruiting and retaining participants in your study.  Issues including approaches to recruitment, monitoring your goals, when to modify the protocol, and issues related to publishing articles on recruitment and retention will be covered.  Other topics include data to be collected for effective monitoring of recruitment and retention, tracking participants, incentives and strategies to address problems, and developing codes for censoring of data..
Required Reading: Chapter 3, Hulley and Cummings: Choosing the Study Subjects, Specification, Sampling and Recruitment. 

Fitzpatrick AL, et al.  Recruitment of the Elderly into a Pharmacologic Prevention Trial: The Ginkgo Evaluation of Memory Study Experience. Contemporary Clinical Trials 2006; 27:541-553. (provided on web).


	Kris Wicklund, Senior Scientist, FHCRC

AF

	4
02-02-09
	Data Manage-ment
	Data Entry 
In this class we will cover principles of data entry and data management.  Different approaches and tools that may be used will be considered.
Database Development

Principles of database design including data field types and format will be addressed.  Requirements for tracking and reporting system and special requirements for laboratory or reading/interpretation of clinical exams will be considered.
A systems approach for organizing and managing data will be demonstrated by Fumei Lin, Senior Systems Analyst and Programmer for the Collaborative Health Studies Coordinating Center in the Department of Biostatistics.

Required Reading: Chapter 16, Hulley and Cummings: Data Management
	AF
Fumei Lin, Systems Program-mer, UW Biostats



	5
02-09-09
	Quality Control
	Quality Assurance and Control
This class reviews methods for assuring the data quality of your study using proven principles of quality assurance and control.  Actual methods and procedures to produce/improve accuracy of data will be presented.  Alice Birnbaum of Axio Research will present the lecture.  She'll also provide insights on using an outside contractor for doing pieces of your research.
Required Reading: Chapter 17, Hulley and Cummings: Implementing the Study: Pretesting, Quality Control and Protocol Revisions
Gassman JJ, et al. Data Quality Assurance, Monitoring and Reporting, Contemporary Clinical Trials; 16:104S-136S.
	Alice Birnbaum, Axio Research

	6
02-23-09
	Results
	Creating Analytic Files
This class reviews how to make sure your database has appropriate variables for reporting and useful ways to format those variables.  Categories of variables, assigning range checks and data documentation will be discussed. 
Developing Reports

Guidelines for developing interim and results-oriented reports will be presented. Examples from ongoing observational studies and clinical trials will be provided. 
Required Reading: McBride and Singer, Interim Reports, Participant Closeout and Study Archives. Contemporary Clinical Trials;16:137S-167S.
	AF

	7
03-02-09
	Communi-
cations

Budgeting
	Study Communications
This class will review methods of communications to be used for providing information to the public, study participants/patients, co-investigators and staff.  Use of brochures and the internet to enhance communications will be discussed.   A demonstration of a clinical study website covering a broad range of utilities will be presented.
Development of a Budget

This class will review the different items that should be considered for inclusion in a project budget and calculations to be integrated into it.  An budget spreadsheet will be built in class using a template you can modify for your own grants.

 Required Reading: A21 Circular (provided on website)::      http://www.whitehouse.gov/omb/circulars/a021/a21_2004.html
Assignment: Identify sources of funding for your project

	AF


	8
03-09-09


	Presentations
	Each student describe the research project they are doing (or want to do) bringing in strategies and issues discussed in this class.

Assignment: Prepare discussion on your project
	Class

	9
Finals  schedule
	Presentations
	Continued
	Class


