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CLH 202: Introduction to Clinical Research 
UNIVERSITY OF CALIFORNIA, DAVIS 

Departments of Internal Medicine and Public Health Sciences 
Summer or Fall Quarter 2020 

 
Course Information 
Credits: 3 
 
Large group sessions:  
9 a.m. -12 p.m., 9/14/20-9/24/20 
 
Location: CHT 1341/Zoom  
 
Small Group sessions: 
1 p.m.–3 p.m., on 9/15, 9/17, 
9/21, 9/23 (unless otherwise 
arranged) 
 
Office Hours: 12 p.m.-1 pm 
Tuesdays 

Instructors of Record: 
 
Patrick S. Romano, M.D., M.P.H 
psromano@ucdavis.edu 
 
Eleanor Bimla Schwarz, M.D., 
M.S. 
ebschwarz@ucdavis.edu 
 
 
CRNs 
Summer 2020: 80170 
Fall 2020: 26483 

Guest Lecturers: 
Janice F. Bell, M.N., M.P.H, Ph.D 
Melissa Gosdin, Ph.D 
Jeffrey Hoch, Ph.D 
Brian A. Jonas, M.D., Ph.D 
Benjamin Mooso, CCRP 
TBD 
 
Small Group leaders: 
Lorien Dalrymple, M.D., M.P.H  
Helene Margolis, Ph.D 
Patrick Romano, M.D., M.P.H 
E. Bimla Schwarz, M.D., M.S. 

 
COURSE GOALS  
 
The course provides an introduction to clinical research. By the end of the course, participants will be able to: 
 
1. Describe the differences between qualitative and quantitative studies, as well as observational and 

experimental designs. 
 

2. Discuss the strengths and limitations of cross-sectional, case-control, retrospective cohort, prospective 
cohort, quasi-experimental, and experimental studies, including randomized trials. 

 
3. Attend to ethical issues involved in conducting research with human subjects. 
 
4. Systematically review the clinical literature, and appreciate the potential benefits of meta-analysis. 
 
5. Discuss principles of measurement in clinical epidemiological studies, including precision, accuracy, 

sensitivity, specificity, and predictive accuracy. 
 
6. Recognize the impact of diverse populations and local demography on research design. 

 
7. Apply basic methods for analyzing data, including descriptive and analytic statistical approaches. 
 
8. Identify and utilize common web-based tools for calculating power and sample size.  
 
9. Develop an approach to formulating a research question, effectively leveraging existing data when 

appropriate. 
 

10. Appropriately structure a research grant proposal, scientific abstract proposal, scientific abstract poster, 
and scientific oral abstract presentation. 
 

mailto:psromano@ucdavis.edu
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COURSE REQUIREMENTS 
 
Participants are expected to:  

1. Complete assigned readings prior to large group sessions 
2. Attend and participate in all large group sessions  
3. Attend and contribute to all small-group workshops 
4. Develop a proposal for a research project 

 
This is a 3-credit graduate level course. Students should expect to spend 30-60 hours outside the classroom 
reading texts, searching the relevant literature, and completing assignments. 
 
All students who are taking CLH 202 to meet elective or core course requirements for a degree-granting 
program (e.g., MAS in Clinical Research, PhD in Nursing Science and Healthcare Leadership) must submit and 
orally present a brief (circa 2 page) written research protocol, similar to that shown in Appendix 1 (pages 12-13) 
of Hulley’s textbook, by 5 pm of the Wednesday following the final week of instruction (September 30).  
Auditors are encouraged to develop such a protocol, but submission to the instructors is optional, based on 
whether written feedback is desired. Please note that this protocol should reflect work performed (at least in 
part) during this course, and should substantively extend and/or or materially differ from any research proposal 
previously developed as part of your application to the Mentored Clinical Research Training Program, or 
proposals previously submitted by your mentor(s).  
 
Students are expected to submit the assignment on time. We do understand that there are situations that may 
preclude timely submission of assignments. In such a situation, students are expected to communicate with 
faculty prior to the assignment due date. 
 
TEXTS  
 
We strongly encourage all participants to purchase or borrow these books, because they are outstanding 
references and will help you follow the material to be covered in class. 
 
Designing Clinical Research. 4th Edition.  By Stephen B. Hulley, Steven R. Cummings, Warren S. Browner, 
Deborah G. Grady, Thomas B. Newman.  Philadelphia: Lippincott, Williams & Wilkins, 2013. 
 
Basic & Clinical Biostatistics. 5th edition. By B. Dawson and R.G. Trapp. New York: Lange Medical Books-
McGraw-Hill, 2019.  (The book comes with a CD containing a simple statistical analysis program.) 
 
WEBSITE 
 
Course resources (syllabus, slides, etc.) are available to participants through the Canvas 
site: https://login.canvas.ucdavis.edu/.  After going to this URL on your browser, you will be invited to log in 
using your UCD Kerberos or guest email account password.  We recommend checking the website frequently, 
as course news and resources will be placed there.  The course website should also be used for submission of 
the final written assignment. 
 
COURSE EVALUATIONS 
 
Please complete the daily course evaluations that you will receive by e-mail.  Please try to submit them on a 
daily basis, when the day’s lectures are still fresh in your mind. 

https://login.canvas.ucdavis.edu/
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STUDENT EVALUATION 
 
Registered UC Davis students may take CLH 202 for a letter grade.  The final grade will be based on a 
combination of attendance (20%), small group participation (40%), and the final written research protocol and 
associated presentation (40%).  Due to the short duration of the course, faculty will provide ongoing qualitative 
feedback in small group sessions, but interim grading is not possible.  Student work that fully meets 
expectations will be assigned grades equivalent to a B.  In other words, students receiving a B grade have 
neither done something “wrong” nor failed to meet expectations in any way.  Excellent work, above graduate 
school expectations, would be recognized with an A grade.  Our goal is to help every student succeed. 
 
COURSE FORMAT 
 
In the era of COVID-19, all lectures (“large group sessions”) will be delivered online through Zoom and/or 
Panopto and will be available for asynchronous learning. Small group sessions will meet in real time, in a 
manner to be determined by mutual agreement of students and faculty. One or more of the core course faculty 
will be available for questions and answers, review, and consultation during the hours designated on the 
schedule below. The schedule for CLH 202 provides opportunities for you to meet with faculty, mentor(s), and 
other staff resources, such as the Blaisdell Medical Center librarian, upon individual request. 
 
ACADEMIC CONDUCT 
 
All members of the academic community are responsible for academic integrity. Existing policies forbid 
cheating on examinations, plagiarism, and other forms of academic dishonesty. Academic dishonesty is contrary 
to the purposes of the University and is not to be tolerated. Under the Code of Academic Conduct, first adopted 
in 1976, students, faculty, and administration share the responsibility for academic integrity at UC Davis. The 
Code requires students to act fairly and honestly, and is based on a student honor code fist established in 1911. 
A PDF file of the UC Davis Code of Academic Conduct can be found on the Student Judicial Affairs’ website: 
http://sja.ucdavis.edu/files/cac.pdf  
Student guide to preventing, confronting and reporting plagiarism: 
http://sja.ucdavis.edu/files/plagiarism.pdf . 
 
ACCOMMODATIONS 
 
Students with established or potential disabilities: UC Davis is committed to all students achieving their 
potential. If you have a disability or think you may have a disability (physical, hearing, vision, psychological 
and learning disability) that may need a reasonable accommodation, please contact the Student Disability 
Center at (530) 752-3184 or email sdc@ucdavis.edu to discuss your needs. Because accommodations can take 
time to implement, it is important to have this discussion as soon as possible. All information regarding a 
student’s disability is maintained in accordance with relevant state and federal laws. 
 
Please notify faculty if you are having any difficulty with this course, such as challenges understanding 
assignments or expectations. Our goal is to help you learn, and we want you to be successful. You can make an 
advising appointment at any time. 
 
PRINCIPLES OF COMMUNITY 
 
According to the UC Davis Principles of Community, our behavior, communication and interactions with each 
other will be conducted in an atmosphere of mutual respect, openness to our differences and a commitment to 
voicing our opinions without fear of reprisal or intimidation. For more information regarding the Principles of 
Community, please visit the UC Davis website at http://occr.ucdavis.edu/poc/ . 

http://sja.ucdavis.edu/files/cac.pdf
http://sja.ucdavis.edu/files/plagiarism.pdf
mailto:sdc@ucdavis.edu
http://occr.ucdavis.edu/poc/
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CLH 202: 2020 Schedule Overview 
Center for Health and Technology, Room 1341  

 
Week 1 of 2 

 
TIME Monday 

9/14/2020 

Tuesday 

9/15/2020 

Wednesday 

9/16/2020 

Thursday 

9/17/2020 
Room CHT1341/Zoom CHT1341/Zoom CHT1341/Zoom CHT1341/Zoom 
 9 a.m. Developing  

Research  
Questions  
(Ch 2) 
 
Romano 

Cross-Sectional 
Studies  
(Ch 7) 
 
 
Schwarz 

Case-Control 
Studies 
(Ch 8) 
 
 
Schwarz 

Measurements: 
Precision, and 
Accuracy 
(Ch 4) 
 
Romano 

10 a.m. Leveraging 
existing data 
(Ch 13) 
 
Bell 
 

Cohort Studies 
(Ch 7) 
 
 
Schwarz 

Clinical Trial 
Design 
(Ch 10) 
 
Schwarz 

Diagnostic and 
Screening Tests 
(Ch 12) 
 
Romano 
 

11 a.m. Descriptive 
Statistics 
 
Schwarz 

Research Ethics & 
Human Subjects 
(Ch 14) 
 
Mooso  

Literature 
Synthesis 
(Ch 13) 
 
Romano 

Decision and Cost-
Effectiveness 
Analysis 

Hoch 

12 p.m. Lunch break Faculty Q&A Lunch break Faculty Q&A 
1 p.m. Self-study Small-group 

Session I 
Self-study Small-group 

Session II 
 2 p.m. 
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CLH 202: 2020 Schedule Overview 
Center for Health and Technology, Room 1341 

 
Week 2 of 2 

 
 

TIME Monday 
9/21/2020 

Tuesday 
9/22/2020 

Wed 
9/23/2020 

Thursday 
9/24/2020 

Room CHT1341/Zoo
m 

CHT1341/Zoom CHT1341/Zoom CHT1341/Zoom 

 9 a.m. Questionnaire 
Design  
(Ch 15) 
 
 
Romano 

Sampling and 
recruitment 
(Ch 3) 
 
 
Romano 

Confounding, Bias 
and Effect 
Modification 
(Ch 9) 
 
TBD 

Logistic Regression & 
Survival Analysis 
 
 
TBD 
 

10 a.m. Patient-centered, 
Community-
based, and 
Qualitative 
Research 
 
Schwarz/Gosdin 

Clinical Trials, 
and regulatory 
issues 
(Ch 11) 
 
Jonas 

Linear Regression 
and Model building 
 
 
TBD 

Implementation, 
Quality Control, 
Protocols, Data 
monitoring  
(Ch 17) 
Romano 

11 a.m. Sample Size 
Planning &  
Power 
Calculation 
(Ch 6) 
 
Romano 
 

Analytic Statistics 
(Ch 5) 
 
 
 
Romano  
 

Abstract 
presentations and 
poster design 
 
Schwarz 

Publication & 
Dissemination 
 
 
Romano 

12 p.m. Faculty Q&A 
 

Lunch break 
 

Faculty Q&A 
 

Lunch break 
 

1 p.m. Small-group 
Session III 
 

Self-study 
at home 

Small-Group 
Session IV 

 

FINAL 
PRESENTATIONS 2 p.m. 
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Afternoon Small-Group Sessions  
The small-group sessions are meant to provide opportunities to put didactic material into practice by writing a 
brief research protocol.  The goal for each session is shown below.  Some small groups may meet on different 
afternoons, based on the availability of students and faculty. 
 
 
 

DATE OBJECTIVE 
Session 1 
Tuesday 
9/15/20 
1p.m.-3 p.m. 

• Identify a research question relevant to your personal career development (if not already 
done) 

• Assess against FINER criteria (Hulley Chapter 2) 
• Plan MEDLINE search, Consider resources needed 
• If proposing a quantitative study, specify your “PICO” and related 2x2 tables 

Session 2 
Thursday 
9/17/20 
1 p.m. -3 p.m. 

• Discuss structure of a 1-2 page summary of your study plans (see pp. 12-13 of textbook) 
• Identify appropriate study design 
• Identify source of subjects, including advantages/disadvantages 
• Discuss ethical issues 
• Consider potential funding sources, if needed 

Session 3 
Monday 
9/21/20 
1 p.m.-3 p.m. 

• Identify your risk factor(s) or intervention(s) of interest 
• Identify the measures that you will use to assess your exposures and outcomes of interest, 

including key properties (i.e., reliability, validity) of these measures 

Session 4 
Wednesday 
9/23/20 
1 p.m. -3 p.m.  

• Present a diagram describing relationships between variables of interest in your proposed 
study 

• Discuss regulatory issues that may be relevant to the study you propose  
• Use sample size planning tools to assess the impact of various assumptions on your sample 

size needs and/or anticipated power 

 
Afternoon Large-Group FINAL Presentation Session  
 

Thursday 
9/24/20 
1 p.m. -3 p.m. 

• Present project to class using “oral abstract” or “poster” format (required for a grade in 
this course) 

• Obtain feedback from other course participants and faculty 
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