CTR 130
CLINICAL RESEARCH MANAGEMENT

COURSE DESCRIPTION:

Prerequisites: None
Corequisites: None

This course introduces the student to the elements involved in implementing, monitoring and
managing a clinical study from the perspective of the Sponsor or contract research organization.
Topics include overall project planning, development of study goals, preparation of budget and
contracts, implementation of monitoring visits, and effective management of research sites.
Upon completion, students should be able to design and prepare a plan for the implementation
and management of a sample clinical research project. Course Hours Per Week: Class, 4.
Semester Hours Credit, 4.

COURSE OBJECTIVES:

Upon completion of this course, the student will demonstrate basic cognitive and practical
knowledge and skills in each of the following areas:

Develop an overall plan for a specified clinical research project.

Conduct study startup activities for and coordinate identified research projects.
Describe the process involved in the development of a research study budget.

Plan, prepare, and conduct evaluation, initiation, periodic monitoring, and termination
visits.

Effectively manage research sites and handle study challenges.

Collect and evaluate research data for completeness, compliance, and accuracy.
Discuss the preparation for and conduct of a sponsor quality assurance audit.

Identify and exhibit professional and behavioral skills required of the Clinical Research
Associate (monitor)
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OUTLINE OF INSTRUCTION:

l. Develop an overall plan for a specified clinical research project
A. Outline the steps of drug development from the identification of a new chemical
entity or device through marketing approval
B. Identify the critical elements of a monitoring plan and devise a monitoring plan for a
typical study.
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Conduct study startup activities for and coordinate identified research projects

A. Develop an overall plan for a specified clinical research trial

B. Identify the problems that can commonly occur between clinical research
organizations and clients

C. Describe the role and responsibility of a clinical research assistant and clinical
research associate in the development of a research contract

D. Describe the lines of communication needed between project team members and
clinical trial management

E. Describe the use, design, and importance of set timelines in a well-coordinated
research project

F. Discuss delegation of responsibilities and outsourcing to a contract research
organization (CRO) and considerations for this relationship.

G. Describe the components of a typical bid, proposal and contract with CROs

H. Participate in study start up activities including site recruitment and selection,
essential document collection and approval, and investigational product shipment.

Describe the process involved in the development of a research study budget
A. List the considerations in estimating study costs and a site budget
B. List and analyze the budget components for a specified clinical trial relative to cost
effectiveness
C. Assist in the calculations of an overall research project budget, including personnel
costs, overhead, and profit margin
D. List and identify the types of clinical research organizations

Plan, prepare, and conduct evaluation, initiation, periodic monitoring, and termination
Discuss the regulatory requirements currently in place for the protection of research
subjects, including informed consent and FDA requirements
Describe these visits and develop an agenda for each type
Describe the responsibilities of the monitor and the site personnel for each type of
visit
Identify the components needed in a summary report for each type of visit
Develop a site recruitment questionnaire/

Maintain a database for each subject visit

List the roles and responsibilities of the site and the monitor relative to subject data
documentation and verification

List the most common errors made in source documentation

List the most common errors made in case report forms

Differentiate between an adverse event and a serious adverse experience

Describe the process for reporting adverse events and serious adverse experiences
Discuss the regulatory criteria utilized in the conduct of a research study

. List the requirements/guidelines set by the FDA for facilities participating in clinical
trials
Identify the challenges of a monitor while traveling on site visits

. Develop a monitoring report providing feedback to the investigator and site
coordinator
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V. Effectively manage research sites

A. Outline the basic procedures and tasks needed to implement a clinical study

B. Develop an investigator questionnaire/survey for recruitment purposes

C. List the qualifications for the investigator, study coordinator, and monitor in

conducting research in Phase I, Phase |1, and Phase 111 clinical trials

D. Develop sample procedures for the management of a research site, including
recruiting, budgeting, and timelines
Define the responsibilities and roles of key personnel participating in the management
of a research site
Describe the regulatory documents required of a research site
Describe the databases, logs, and files utilized in the maintenance of a study site
List the ways in which site monitors determine the quality of a site performance
List the areas that the monitor will check to assure the quality performance of a
research site
Differentiate between the roles of a monitor and the site in the preparation,
maintenance, and submission of required reports
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VI.  Evaluate research data for completeness, compliance, and accuracy
Perform source document verification on typical study cases.

Review data collection forms for completeness and accuracy

Review essential documents collected during a clinical trial.

Assist in the review of pertinent data for a specified research publication
Review research data for subject safety
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VII.  Discuss the preparation for and conduct of the sponsor Quality Assurance audit
Describe the difference between a monitoring visit and a sponsor audit
Discuss preparation for a QA audit

Describe the purpose of a QA audit and typical findings

Review the outcomes of audits

Identify instances of scientific misconduct
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REQUIRED TEXTBOOKS AND MATERIALS:

Woodin, K. E., and Schneider, J. C. (2003). The CRA's Guide to Monitoring Clinical Research.
Boston: Centerwatch, a division of Thomson Healthcare, Inc.

STATEMENT FOR STUDENTS WITH DISABILITIES:

Students who require academic accommodations due to any physical, psychological, or learning
disability are encouraged to request assistance from a disability services counselor within the
first two weeks of class. Likewise, students who potentially require emergency medical attention
due to any chronic health condition are encouraged to disclose this information to a disability
services counselor within the first two weeks of class. Counselors can be contacted by calling
686-3652 or by visiting the Student Development Office in the Phail Wynn Jr. Student Services
Center, room 1309.
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