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PHA 6799: Patient Safety and Quality Program Evaluation 

3 Semester Credit Hours   

Course Purpose   
This course will explore the methodologies through which patient safety and quality improvement studies are 
designed and executed. Program evaluation includes identifying quality or safety deficits, examining the root 
causes for these deficits, examining interventions that could address the root causes for the deficits, engaging 
stakeholders to determine what they value, establishing the appropriate methods to implement and assess the 
fidelity of the intervention, selecting a feasible study design, determining what data to collect, collecting and 
analyzing the data, drawing the appropriate conclusions, and then communicating the results to stakeholders .    

Course Faculty and Office Hours   

Course Coordinator:   
Randy C. Hatton, BPharm, PharmD, FCCP   
Email: hatton@ufl.edu    
Office Hours: By appointment ONLY online.   

Course‐Level Objectives   
Upon completion of this course, the student will be able to:   

1. Evaluate health services related to patient safety and quality in medication use   
2. Develop evaluation questions   
3. Design program evaluations and selection of optimal study design   
4. Explain threats to validity and reliability of measurement   
5. State sampling techniques   
6. Perform sample size determinations   
7. Identify appropriate data collection methods for program evaluations   
8. Identify data analysis techniques for program evaluations   
9. Interpret and determine the proper use of results   
10. Critique literature regarding program evaluations   

  
Course Pre‐requisites   
No pre‐requisites. When possible, it is best to take this course near the end of your program.   
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Place and Time of Class Sessions   
Class will meet Sunday nights from May 10–June 14 from 6:00–8:00 pm Eastern time.   

Course Structure & Outline   
a) Learning activities include reading assignments, online tutorials, online lectures, online recordings of 

lectures and discussion   
b) Multiple self‐directed learning activities are required (e.g., readings, answering homework questions, 

web‐based learning); students must complete quizzes and exams online.   
   

Course Outline/Activities. See Appendix A.   

Required Textbooks/Readings   
Grembowski, David. The Practice of Health Program Evaluation, Second Edition. Sage Publications (2015), ISBN 
978‐1‐4833‐7637‐0.   

Active Learning Requirements   
Online lectures and discussions will take place for most chapters in the textbook. Homework will be assigned— 
selected questions from the textbook chapters, and additional assignments will be made. The students will 
design and describe an evaluation of a patient safety and/or quality issue.   

Student Evaluation & Grading    
Evaluation Methods and How Grades are calculated.    

• Five weekly quizzes to assess knowledge of materials (20%)   
• Open for 72 hours from noon on Thursday to noon on Sunday   
• Ten multiple‐choice questions over fifteen minutes   
• Drop your lowest score   
• Five weekly “homework” assignments (20%)   
• Two to four questions from the readings, tutorials, or videos   
• Drop your lowest score   
• Midterm short answer/essay exam (20%)   
• Two Interim Final Paper–One Page Summaries (20%)   
• Final Paper (20%)   
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[The Canvas© grade book will be set‐up using the percentages below to compute the grade.]   
   

Assessment Item   Grade  
Percentage   

Weekly Quizzes (#5 multiple‐choice/drop the lowest grade)  20% 

Homework Questions (#5, drop the lowest grade)  20% 

Midterm Exam (short answer/essay)   20% 

Interim Final Paper Assignments (#2 @ 10% each)  20% 

Final Paper   20% 

Total   100% 

   

Table 1. Grading Scale:  

Grading Scale and Rounding of grades:    
 
Final grades in Canvas will be rounded to the 2nd decimal place. If the decimal is X.495 or higher, Canvas will 
round the grade to X.50. The above scale depicts this policy, and grades are determined accordingly. Grade 
assignment is made using this policy, and NO EXCEPTIONS will be made in situations where a student’s grade is 
“close.”   
  

>92.500%  A  79.500–82.49%  B‐  66.500–69.49%  D+  

89.500–92.49%  A‐  76.500–79.49%  C+  62.500–66.49%  D  

86.500–89.49%  B+  72.500–76.49%  C  59.500–62.49%  D‐  

82.500–86.49%  B  69.500–72.49%  C‐  <59.50%  E  
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Class Attendance Policy   
Attendance at the live class is required, but, when approved, students may listen to and view the recording of the 
class if they cannot attend. Students may be required to write a summary of what they learned from the session 
instead of attendance.   
   
Students requesting classroom accommodation must first register with the Dean of Students Office. The 
Dean of Students Office will provide documentation to the student who must then provide this 
documentation to the Instructor when requesting an accommodation.   

Quiz/Exam Policy   
The honor code applies to this class. Questions after initial grading should be submitted by email within 7 days 
of the release of the grade.   
   

Make‐up Quiz/Exam Policy   
Make‐up exams and other homework deadlines may be negotiated with the instructor in advance of the 
anticipated need.   

Policy on Old Quizzes and Assignments   
Homework assignments will be returned to students with feedback on their answers as needed. Exams will be 
graded with comments as needed.   

Assignment Deadlines   
It is expected that homework assignment deadlines will be met. However, they may be adjusted based on 
emergencies that arise.   

General College of Pharmacy Course Policies   
The College of Pharmacy has a website that lists course policies that are common to all courses. This website 
covers the following:   
   

1. University Grading Policies   
2. Academic Integrity Policy   
3. How to request learning accommodations   
4. Faculty and course evaluations   
5. Student expectations in class   
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6. Discussion board policy   
7. Email  communications   
8. Religious  holidays   
9. Counseling & student health   
10. How to access services for student success   

   
Please see the following URL for this information:   
General College of Pharmacy Course Policies   
   

Complaints   
Should you have any complaints about your experience in this course, please visit Student Complaints to submit 
a complaint.   
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Appendix A. Course schedule— Patient Safety and Quality Program Evaluation, Summer A 2020   
   

Date   Materials   Discussion Session   Module  Quizzes   

5/10/2020   
Course Introduction/Writing a Paper  Introduction to the course and how to write 

the final paper (student introductions)   Intro   N/A   

5/17/2020   

Ch. 1: Health Program Evaluation: Is it Worth It? 
Ch. 2: The Evaluation Process as a Three‐Act Play  
Quality Deficits in Healthcare [video]   
Quality Improvement and Research Goals [video]   
IHI Open School: PS101; Lesson 1 – Understanding Adverse Events and Patient Safety   
IHI Open School: PS201; Lesson 1 – Preparing for Root Cause Analyses and Actions   
IHI Open School: PS201; Lesson 2 – Conducting Root Cause Analyses   

#1 Patient Safety and Quality:   
Introduction to Evaluation   
‐RCA relationship to program evaluation   
‐Deficits or gaps in systems   
‐Understanding the root causes of deficits in 
performance   

1   Quiz #1   

5/24/2020*   

Ch. 3: Developing Evaluation Questions  
Ch. 4: Evaluation of Program Impacts   
Quality Improvement Interventions [video]   
Quasi‐experimental Study Designs [video]    

#2 Program Evaluation; Interventions, and 
Study Designs   
‐Format for problems in the literature   
‐Studying the problem   
   

2   Quiz #2   

5/31/2020   

Ch. 6: Evaluation of Program Implementation  
Ch. 7: Population and Sampling   
Principles of Causal Inference [video]   
Descriptive Statistics [video]   

#3 Evaluation of Program Implementation;  
Sampling  ‐Process measures for the 
intervention adherence   
‐Final Paper Interim Assignment #1   

3   Quiz #3   

6/2‐3/2020   Midterm Exam      



 

 

6/7/2020   

Chapter 8: Measurement and Data Collection  
Chapter 9: Data Analysis   
Measurement of Outcomes [video]   
Random Error and Common Statistical Tests [video] 
Applying Statistics [video]   

#4 Measurement, Data Collection, & Analysis  
‐Types of measures   
‐Analyzing Data   
‐Final Paper Interim Assignment #2   

4   Quiz #4   

  
5/2/2020 2:51 PM   
   

6/14/2020   

IHI Open School: QI 104; Lesson 1 How to Display Data on a Run Chart  
IHI Open School: QI 104; Lesson 2 How to Learn from Run Charts and Control Charts   
Chapter 10: Disseminating the Answers to Evaluation Questions   
Chapter 5: Cost‐Effectiveness Analysis   
How to Estimate the Impact of a Quality Improvement Program [video]   

#5 Using Evaluations in Decision Making;  
CostEffectiveness; Case Studies in Patient Care  
‐Final paper discussions   
‐Presenting your results   

5   Quiz #5   

6/21/2020   Final Paper Due     

IHI =  (Institute for Healthcare Improvement). Under the Education link, you can access Open School and register for free as a UF student. Follow the Take a Course link to the 
Patient Safety (PS) courses listed above.   
*Attendance for the session before Memorial Day is optional. This session will be recorded.   
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Appendix B.  Final Paper Description   
Each student will be required to complete a proposal for an evaluation of a patient safety or 
quality intervention. The basic concepts of the papers will be discussed during many of the 
discussion sessions. The project topic must be approved by the course coordinator. The proposal 
for this project should be 7–10 pages and be formatted using 1.5‐line spacing, 1‐inch margins 
(top, bottom, and sides), and Times New Roman font size of 10. The instructions that follow 
divide the proposal content into its different components. Use these headings to structure the 
proposal. References used to support your proposal should be sequentially numbered, listed as 
a superscript at the end of a sentence, and listed at the end of the document (Vancouver 
method). If a reference cited earlier in the paper is used later in the paper, use the original 
citation number.   

The Final Paper will present the entire proposal. Evidence used throughout the proposal should 
be cited appropriately. Please list up to three authors and et al., if there are more than three 
authors; then list the complete title of the paper; list the journal using the National Library of 
Medicine abbreviation for the journal; next, list the year published: volume number (issue 
number); and pages. An example is provided below.   

Bjerrum L, Cots JM, Llor C, et al. Effect of intervention promoting a reduction in antibiotic 
prescribing by improvement of diagnostic procedures: a prospective, before and after 
study in general practice. Eur J Clin Pharmacol. 2006;62(11):913–8.   

The paper is divided into phases to keep students on schedule and to assure that students 
understand the assignment. There will be two interim assignments that must be submitted via 
Canvas. These will be one‐page summaries related to your intended final paper. These papers 
will be submitted via Canvas before class on ? and ? and will be graded based on whether you 
followed the instructions and summarized the listed information. After the scheduled 
discussion sessions, you should update this information.   

Interim Final Paper Assignment #1:    
Before the discussion session on 5/31/2020, submit a summary stating the prevalence/relevance 
of your topic, a quality deficit associated with this topic, potential causes for this deficit, your 
evaluation question, the proposed setting for your evaluation, and your proposed program or 
intervention.   
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This submission should be supported by the quality deficit identified and the logic of why your 
intervention should address program issues based on the root causes of the quality gaps. 
Students should assess the current practice for the chosen topic. Information on deficits should 
be extracted from literature searches or other relevant resources that publish quality 
assessments and improvement data. Major deficits (i.e., shortfalls in specific health care 
services related to the disease state) should be identified.   

Students should then propose a patient safety or quality improvement program (intervention) 
that has demonstrated effectiveness. The intervention may include more than one evidence 
based component. Some published interventions include more than one part. This is because 
the investigators are committed to improving quality and include more than one improvement 
element in hopes of showing an essential change in care. This is good for enhancing quality and 
safety, but it makes it difficult to assign cause and effect to any one component. Thus, if studies 
that use multiple components are used as justification for your intervention, you must include 
all elements in your intervention.   

Arguments for the selection of the proposed intervention(s) should be based on evidence that 
supports the effectiveness of the intervention. Note that interventions are typically not as 
rigorously tested as drugs or other medical services. Thus, it is not necessary to find a RCT in 
support of the selected intervention(s), but students should address what information 
convinced them that the intervention may work and why. Articles that evaluate the 
performance of interventions must be critiqued, providing the strengths and weaknesses of the 
evidence. Innovative and creative ideas will be rewarded, i.e., students are encouraged to 
modify existing interventions or add novel components. An example of an innovative 
intervention would be something that has been shown to address the root of the problem from 
nonmedical evidence (e.g., behavioral psychology, educational, or marketing research). It is 
important that the rationale for the selection of the intervention is communicated and appears 
reasonable.   

Interim Final Paper Assignment #2:    

Before the discussion session on 6/7/2020 re‐submit interim assignment #1 with any revisions 
and a summary explaining your choice of study design [with a rationale for your choice], your 
outcome measures, your primary outcome [and explain the endpoint], a process measure to 
assess the adherence to the intervention(s), your anticipated effect from your intervention, 
your data analysis methods, and explain your sample selection.   
The final paper is an application and reinforcement of study design concepts learned in this 
class. You should aim to select the most robust study design that is feasible. For example, 
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blinding may not work for many interventions. Likewise, randomization may be difficult for 
some interventions and settings. The choice of the study design should be briefly explained 
along with an explanation of how biases may be avoided or addressed.   

You should briefly describe how the strength and consistency of the intervention could be 
monitored during the study. Similar to compliance/adherence/persistence measures for the 
use of a study drug, it is possible to introduce a process measure that reflects the degree of 
implementation of the intervention during the evaluation period.   

Based on the selected program, students should choose outcomes or process measures 
appropriate to evaluate the impact of the intervention. The selection of measurements should 
be based on various considerations. Data for the measurements should be feasible to collect. 
The selected process and outcome measures should be reliable and valid (e.g., patient 
selfreporting might work for specific data elements while it may be entirely unreliable for 
others). The selected measurements should be relevant to clinical outcomes, i.e., their 
association with these outcomes (morbidity and mortality) should be strong. The chosen 
measures should be sensitive to detect improvements over time. For example, mortality 
measures may not be sensitive enough to show an improvement over time because the sample 
sizes are likely too small to affect mortality dramatically.   

Whenever possible, there should be benchmarks available for at least the primary measure or 
data on a similar measure that could function as a benchmark. It is advisable to select an 
outcome (surrogate or clinical outcome) and a process measure. While outcome measures 
make the most persuasive case for the impact on patient health, process measures are more 
closely related to the intervention. They may strengthen the association between the 
intervention and the outcome. The selected measures should be operationalized. Students 
should explain how the collected data are going to be summarized (e.g., the proportion of 
patients below or above a certain threshold or mean values), how data are collected, and in the 
case of proportions, the numerator and denominator are stated. If multiple measures are 
chosen, the primary outcome measure (similar to the primary endpoint for RCTs) should be 
highlighted and used for the sample size calculation. If the measurements are derived from 
established evidence (studies, quality organizations), these sources should be quoted in the 
paper in support of the selection.   
   
Statistical comparisons for the sample size calculation should be simple (i.e., between‐group or 
within‐group comparison of proportions or means with the appropriate inferential statistics 
such as Chi2 or T‐Test). The choice of the type of statistical comparison will depend on the type 
of measure (continuous versus nominal) and the study design: if a control group is used, then 
between‐group comparisons are appropriate when no control group is used, then within‐group 
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comparisons (pre‐/post) are appropriate. Once the data analysis method(s) is selected, 
students should provide a sample‐size calculation to determine the sample size needed. A 
sample size (power) calculator should be used. Cite the source of the calculator used. If you 
think confounders should be considered for multivariate analysis, just state this qualitatively 
with a list of the variables that would be included in this analysis.   

The Final Paper   
The Final Paper will be due on 6/21/2020 at 4:00 PM Eastern Time. This paper will be the 
complete proposal for an evaluation of a patient safety or quality improvement program, 
demonstrating your ability to apply the material in the course.   
   
At the end of each proposal is a short paragraph on its anticipated impact. This section aims to 
“sell” the study to potential supporters (e.g., stakeholders, the administration of the health 
care setting, or funding agencies). It provides an opportunity to express why this proposal is 
essential for the specific health care setting. One element that can be used to stress study 
significance is its economic impact. For this class, we will focus on public health impact, i.e., the 
projected impact on the utilization of health care resources, morbidity, quality of life, and 
mortality. Still, you are encouraged to add an estimate of cost‐benefit. A financial analysis may 
result in extra credit points being awarded. These projections should be based on the selected 
effect size and its effect on the utilization of health care resources, patient morbidity, and 
mortality. Forecasts should be reproducible and based on published evidence, which should be 
referenced appropriately. This section should require up to two pages of your paper.   

INTRODUCTION/PROBLEM STATEMENT   

1. State the Prevalence/Relevance of Your Topic.   

2. List a Quality Deficit.   

3. List Potential Causes for this Quality Deficits.   

4. State Your Evaluation Question.   

METHODS   

5. State the Setting of Your Evaluation.   

6. State and Explain Your Program or Intervention.   

a. Provide Literature Support for Your Program or Intervention.   
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b. Link Your Selected Program/Intervention to the Root Cause of Your Selected Quality Deficit.   

c. Designate and Explain a Process Measure that will Measure Adherence to Your Program or 
Intervention.   

7. State and Explain Your Evaluation Design with the Rationale for Your Choice.   

a. Describe the Comparison Group in Your Study [if applicable].  8. 

Select Your Outcome Measures (Specify Your Primary Outcome).   

a. Explain Your Outcome Measures (e.g., numerator and denominator if the outcome is 
nominal):   

9. Estimate and justify the effect that your intervention should have on the primary 
outcome.   

10. Select a data analysis method and estimate a sample size and explain the variables used 
in your estimate.   

IMPACT/SIGNIFICANCE OF THE EVALUATION   

11. Estimate the Impact and Significance of Your Intervention (e.g., Clinical Impact, Cost‐ 
Benefit, and Time/Cost Justification).   

REFERENCES   

   

Interim Assignments:   

Interim Assignment #1: Answer questions #1–#6    

Interim Assignment #2: Revise your answers to questions #1–#6 and answer questions #7–10   

Final Paper: Revise answers #1–#10 and answer question #11.   
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