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Development of Clinical Research Management: Enhancement of Nursing Students’ Clinical
Competency in Handling Clinical Trials
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Purpose: The aim of this study was to develop a new course entitled ‘Clinical Research Management'to enhance nursing students’
clinical competency in handling clinical trials. Methods: The goals and content of the existing current education program for clinical
research professionals such as clinical research coordinators and clinical research associates provided by the Korea National Enterprise
for Clinical Trials were analyzed to identify the core educational concepts. A focus group interview was performed to investigate es-
sential competency levels for the professionals who were to begin their career in the area of clinical trials after graduating from the
college of nursing. Through these initial processes, we identified the core competency required for clinical research professionals and
the related course content. Goals and objectives based on the specified four competencies were set and confirmed by expertise re-
view. Results: We developed a new course entitled Clinical Research Management, a 16-week elective subject consisting of various
teaching and learning strategies based on four core competencies: basic knowledge on clinical trials, communication, risk manage-
ment, and ethics. Conclusion: The results of this study will contribute to enhancing nursing students’ clinical competency, including
knowledge, skills, and attitudes relevant to clinical trials.
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Figure 1. An outcome-based curriculum development model.
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Table 1. A curriculum of Pre-CRC Course by Korea National Enterprise for Clinical Trials

Activities Title Learning objectives Hour

Lecture A new drug development and clinical trials 1. Define what clinical trials are 1
2. Explain phase of drug development and its characteristic
3. Explain the importance of ethics in clinical trials
4. Explain the development and current status of clinical trials

Lecture Clinical trials professionals and CRC 1. Indicates clinical trials professionals 1
2. Explain the roles and qualification of CRC
3. Explain educational programs for CRC and its future

Movie/discussion Questions and answers 1

CRC=Clinical research coordinators.

Table 2. Comparisons of Educational Contents between Basic Educational Programs for CRA and CRC by Korea National Enterprise for Clinical Trials

CRA CRC
Objectives Enhancement of basic knowledge and skills for CRA Enhancement of basic knowledge and skills for CRC
Activities Lecture, practicum, discussion Lecture, practicum, discussion
Total hours 32 29 (28-30)
Category of contents
1.0verview Terms and definition Terms and definition
Phases of drug development Clinical trials and drug development
Current status of clinical trials and its future Current status of clinical trials and its future
Flow of clinical trials: sponsor, KFDA, study site Roles of clinical trials professionals during clinical trials
(investigators, institutional review board) Study design
Study design
2. Regulatory affairs and ethics  Regulations for clinical trials (domestic/international) ~ Regulations for clinical trials ethics for clinical trials*
3.Planning Roles of CRA during clinical trials preparation* Understanding process of clinical trials and preparation Budgeting*
Reviewing study protocol and CRF*
Advertisement and study schedule planning*
4. Documentation Understanding documentations* Understanding standard operation protocol
Understanding source documents*® Screening and written consent form
Roles of CRA during clinical trials* Study file management*
5. Informed consent Development informed consent form Obtaining informed consents and subjects management
and obtaining consent*
6. Safety monitoring Safety monitoring Monitoring and reporting adverse reactions*
7.Closing Closing clinical trials* Data management and analysis closing and results reporting
8. Monitoring and audits Monitoring and audits* Monitoring, audits, and inspection
9. Communication Communication skills Communication and human relationship
10. Multinational clinical trials Understanding multi-national clinical trials
11. Drug handling Drug handling

*Practicum hours are included.
CRA=Clinical research associates; CRC = Clinical research coordinators.
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Appendix 1. Syllabus for Clinical Research Management

Course title Clinical research management

Course description This course is a two-credit course open for junior and senior students. Students through this course learn the basic knowledge of clinical
testing, and understand the role of clinical research coordinator (CRC) or clinical research associate (CRA), two of professional workers of
clinical research. This subject consists of theoretical lessons, as well as group discussions and presentation to promote risk management,
communication/teamwork, and decision-making of conscionable conducts.

Course outcomes Through this course students understand the basic knowledge and concept of clinical tests as future clinical test workers, and strengthen
capabilities needed to future clinical test workers by promoting techniques and attitudes (communication, sense of ethics, teamwork,
etc) that a clinical research coordinator (CRC) or a clinical research associate (CRA) should possess.

Core Competency of  Specific goals in learning Assessment tools/ Rate in the final grade(%)
each subjects method
Professional knowledge Students who have taken this course understand and can explain the definition  Multiple choice 50
of clinical testing, the role of participants, testing procedure as well as related assessment
documents.
Communication/ Students who have taken this course can choose an effective communication  Assessing presentation 30
teamwork method appropriate for each case as professionals. techniques, tools and

Students who have taken this course understands the importance of teamwork in colleagues
clinical testing and can present methods to promote teamwork.

Risk management Students who have taken this course can explain the method of dealing with risks Examination 10
one can experience in managing or proceeding with a clinical test research.
Sense of ethics Students who have taken this course understand the importance of ethics in Examination 10
clinical testing, and can judge an ethically right behavior.
Team project 5 groups of 4-5 students present once, for 10-15 minutes with Powerpoint.
Teaching & methods Lecture/Discussion, Multimedia Materials (video clips), Project Based Learning
Rubrics Category Scoring Lacking(1)_Poor Average(2)_Fair Satisfactory(3)_Good
Paper Exam 6 Below 70 points 70-85 Above 86
Presentation 3 Below 2.5 (out of 5) Above 3 points (out of 5)  Above 4 (out of 5)
Attendance 1 4 absences 2-3 absences 0-1 absences
Assessment standards ~ Good Overall score*(max 30) assessed by the rubrics is above 25 points
Fair Overall score (max 30) assessed by the rubrics is in between 18-24 points
Poor Overall score (max 30) is below 18 points
Goal More than 70% of the students reach the level of “Fair” or above. *Total score = (paper exam 6pt x satisfactory 3pt)+(presentation 3pt x
satisfactory 3pt)+(attendance 1pt x satisfactory 3pt) = total score of 30 pt
Evaluation system The syllabus will be announced through the school homepage, with specific guides to students in the first class of the course.
and results
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