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ABSTRACT OF THE THESIS 

 

Understanding the Patient Perspective in the Ethical Gray Space 

between Research and Quality Improvement 

 

By 

 

Adrijana Gombosev 

 

Master of Science in Biomedical and Translational Science 

 

 University of California, Irvine, 2014 

 

Professor Susan Huang, Chair 

 

 

 

Quality improvement (QI) projects and clinical research projects both contribute to the 

body of evidence that furthers clinical practice. With a recent shift in making research more 

pragmatic, the lines between QI and research can be blurred. The purpose of this study was 

to develop a survey aimed at understanding the patient’s perspective on being part of QI 

and research projects in a hospital or health care system (HCS). The goal is to identify if a 

common ethical framework exists for the implementation of minimal risk projects. 

Additionally, we wanted to understand the drivers of patient’s decisions pertaining to 

projects aimed at improving patient care. In order to assess this, we developed constructs, 

or subjects of measurement, of sequential examples that assess these concepts. 

Patients were asked to select a response ranging from definitely yes to definitely not 

(Likert scale) on a number of questions related to their comfort level of providing their 

permission for hospitals to implement these projects. The surveys will allow us to better 

understand the patient perspective when it comes to improving patient care in a minimal 

risk setting. Their responses will enable us to establish when permission would be needed 
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to carry out certain activities intended to improve patient care. Additionally, the surveys 

may allow us to assess potential linkages between attitudes and actions and the strength of 

that association across various scenarios. Further data collection is needed to obtain a 

more concrete understanding of patient’s comfort level in participating in patient care 

improvement projects. 
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CHAPTER 1: Introduction 

 

Quality Improvement and Research Projects in Health Care 

Improvement project in health care can generally fall into two groups, one is quality 

improvement (QI) projects and the other is research projects. However, despite their 

common conception between their differences, there are many more growing similarities 

between them. The distinction between QI and research is blurring with the increasing 

movement towards pragmatic trials and due to the nation’s direction towards learning 

health systems (LHS). We aim to develop a survey that will enable us to better understand 

how patients view improvement projects in hospitals and what aspects would require 

them to provide their consent.  

 

QI has been defined as “systematic, data-guided activities designed to bring about 

immediate improvements in health care delivery in particular settings”. 1 This means that 

when a hospital wants to improve their policies for operational reasons they do so under 

the definition of a QI project. These projects are directly tied to local operations and are 

carried out by health care workers (e.g., nurse, physician, infection preventionist) under 

the lead of a quality director or hospital administration. The goal of QI projects is to identify 

opportunities for improvement as well as deficits in performance and to implement 

improved practices. 2, 3 Common examples of QI projects include revising health care 

worker training to improve nursing performance, allowing computerized orders for certain 

drugs so patients do not have to wait for a physician to sign off, or comparing two different 

protocols to see which better identifies patients with pneumonia.  
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The Office for Human Research Protections (OHRP) defines research projects as intending 

to contribute to generalizable knowledge.4 Research can include such projects as surveying 

nursing home residents about their admission process to the nursing home, enrolling 

patients into a randomized trial comparing two types of drugs used to treat depression, or 

reviewing patient charts to assess the frequency of hospital-associated infections to see if a 

change in protocol is needed. These projects are conducted by trained investigators and 

study coordinators who have received IRB approval to implement the research in order to 

improve health care by sharing their findings with the medical community. 

 

Pragmatic Clinical Trials and Learning Health Systems  

Pragmatic trials aim to evaluate the effectiveness of interventions in routine practice 

conditions 5 They allow researchers to be more inclusive in their subject populations (not 

exclude certain populations) making the findings more generalizable. Findings of 

pragmatic trials are more likely to be able to be applied to real world settings inside of 

health care systems. An example of a pragmatic trial is the REDUCE MRSA Trial, which 

randomized ICUs within a hospital to one of three QI strategies aimed at reducing rates of 

methicillin-resistant Staphylococcus aureus (MRSA). The QI interventions were 

implemented as part of the hospital’s standard care procedures and therefore included 

entire ICU populations across all randomized hospitals. 

 

A learning healthcare system (LHS) is designed to generate and apply the best evidence for 

the collaborative health care choices of each patient and provider; to drive the process of 

discovery as a natural outgrowth of patient care; and to ensure innovation, quality, safety, 
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and value in health care.6 There are several aspects to a LHS, one it encourages hospitals to 

work together to implement best practice guidelines, it also integrates research into 

practice.7 Furthermore, LHS enable us to learn more, faster, and broader while contributing 

to generalizable knowledge. 

 

Overlap Between QI and Research  

An ethical conflict exists since QI and research project can be very similar, especially when 

focusing on minimal risk research, where “the probability and magnitude of harm or 

discomfort anticipated in the proposed research are not greater, in and of themselves, than 

those ordinarily encountered in daily life or during the performance of routine physical or 

psychological examinations or tests”.8 The distinction between QI and research is 

decreasing even further with research moving towards a learning health system (LHS), 

which contributes to generalizable knowledge. 

 

Furthermore, with organizations such as the National Quality Forum (NQF) aiming to 

improve performance measures within U.S. hospitals, the importance of understanding the 

similarities  between QI projects and research projects is critical.9 Recent concepts of a 

learning health system 10 have raised awareness of the inefficiencies of limiting 

advancements to research projects and have advanced the important notion of “learning 

while doing,” whereby healthcare facilities and providers group day-to-day data, 

knowledge, and experience to continually and more rapidly inform best practice. A LHS 

allows hospitals to use existing infrastructures and tailor them in a way that hospitals can 

learn as they go about their day-to-day activities.  
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While overlap between QI and research is common, they do hold two different governing 

bodies. QI projects are overseen by hospital operations and quality improvement teams 

while research projects are governed by an Institutional Review Board (IRB).11 However, 

other than the issue of the intent of the project, the projects that can be pursued under 

research and QI can be similar if not identical. Such an example can be the use of 

chlorhexidine (CHG) bathing. Findings of the benefits of CHG bathing have been published 

as both QI project results12 as well as research findings. 13 Due to these similarities, we set 

out to create a survey to understand how patients view providing their consent for projects 

aimed at improving their quality of care. 

 

Ethical Framework of QI and Research Projects 

The practical implementation of a learning health system requires thoughtful attention to 

the ethical boundaries of research and quality improvement.14-19 This increasing overlap 

and merging of the two projects is why we believe that QI and minimal risk research 

studies should have a single ethical framework aimed at evaluating the project based on 

what it entails rather than stratifying it to either be labeled as QI or research. However, 

more work is needed to understand key stakeholder’s views (i.e., IRB directors/chairs, QI 

managers, and patients) on creating a single ethical framework for implementing these 

type of studies. 
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CHAPTER 2: Background 

 

Project Background 

This project is part of the NIH Health Care Systems Research Collaboratory, which aims to 

improve the way clinical trials are conducted by creating a new infrastructure for 

collaborative research.20 In addition, the collaboratory has invested greatly in pragmatic 

clinical trials such as the ABATE Infection Project, which is the parent trial of this 

supplemental project.  The ABATE Infection Project works with a health care system to 

enroll 50+ hospitals into a pragmatic trial aimed at preventing infections in non-critical 

care units. The study waives consent and uses existing infrastructures to implement the 

intervention and routine care arms, making it a pragmatic study. Studies like this are 

becoming more common, which makes having a better understanding of viewpoints 

towards patient improvement studies even more important. 

 

The Collaboratory provided us with supplemental funding as part of their 

ethics/regulatory core to implement a project aimed at addressing ethical dilemmas in 

research. In our proposal, we wanted to add to address the viewpoints of various 

stakeholders when it came to implementing patient care improvement projects. These 

stakeholders include IRB chairs and directors, QI managers and directors, as well as 

hospitalized patients. We selected these stakeholders as they all are invested in making 

improvements in patient care. To quantify stakeholders’ viewpoints, we proposed to 

develop three linked surveys, the first aimed at patients, the second at QI managers, and 
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the third at IRB directors or chairs. These surveys would allow us obtain a better 

understanding on stakeholder’s opinion on minimal risk studies. 

 

Grant Goal 

The patient survey used for this thesis is part of a larger grant funded by the National 

Institutes of Health (NIH) as an ethical supplement. The grant highlights and addresses the 

ethical gray space related to the interface of research and quality improvement studies, as 

they would ideally be applied to LHS. The goal of the grant is to provide valuable insight 

into the modifications needed to make ethical and regulatory standards pragmatic and 

relevant to research studies in LHS. This will include insight into the regulation of 

population-based research designs, the ethics of randomization, multi-center oversight, 

consent for research involving quality improvement initiatives, and other key controversial 

issues. We will administer three separate but linked surveys to key stakeholders – IRB 

directors/chairs, QI leaders, and hospitalized patients – to inform the discussion of how to 

integrate their ethical frameworks into a consistent guidance structure for research 

involving quality improvement strategies. This project is currently in progress with the 

patient survey data collection ongoing. We anticipate starting data collection for the QI and 

IRB surveys in early 2015. The combined responses from all three surveys will allow us to 

identify if a common ethical framework exists for the implementation of minimal risk 

projects. 
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Patient’s Perspective 

It is imperative to include patients in understanding their perspective since they are part of 

making improvements in the hospital. The surveys will allow us to better understand the 

patient perspective when it comes to improving patient care in a minimal risk setting. Their 

responses will allow us to establish when permission would be needed to carry out certain 

activities intended to improve patient care. We should be able to assess the frequency with 

which certain elements were required and assess the attitudes that may drive specific 

actions (e.g., patient participation in a research project). Additionally, the surveys may 

allow us to assess potential linkages between attitudes and actions and the strength of that 

association across various scenarios. 

 

Furthermore, being able to understanding patients’ expectations of either unknowingly 

being part of a QI project or knowingly being part of a research project (provide their 

permission) offers important insight into this dilemma. When do they perceive their 

potential benefits outweigh any potential harms? What hospital procedures can be 

changed? What data can be shared without their knowledge and/or without their consent? 

Patients’ responses can provide us with valuable insight into the modifications needed to 

make ethical and regulatory standards pragmatic and relevant to research studies in LHS. 

Finally, the survey responses provided us with an innovative assessment of communication 

elements that influence patient understanding of QI initiatives and research projects and 

improve trust and willingness to participate in studies intended to improve patient health 

and safety. 
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Filling the Gap 

In years past, medical-care improvement was generally an informal, fragmented activity, 

largely the work of individual practitioners. In recent years, however, as both public and 

professional pressure for improvement has grown, medical QI has become increasingly 

planned and organized, involves large numbers of participants, and requires the collection 

and analysis of data, thus, superficially at least, coming to resemble clinical research.21 The 

patient surveys may provide some insight into which factors drive patients to require 

giving their permission for QI initiatives and research projects aimed at improving best 

practice within a learning health system or hospital. This in turn may allow us to create 

better guidance for implementing QI projects along with minimal risk research projects as 

part of a single ethical framework. 

 

Purpose of Patient Survey 

The purpose of the survey was to understand what factors affect patients when allowing 

changes in hospitals to take place. The patient survey we implemented allowed us to 

compare and contrast critical elements of QI initiatives devoid of research intentions and 

research that focuses on QI targets. Our intent is to explore areas where a double standard 

may exist for the conduct of similar studies and to attempt to resolve these discrepancies in 

favor of ethical consistency and guidance that will enable development of a LHS combined 

with appropriate ethical and regulatory oversight. 

While professionals and organizations have an ethical responsibility toward 

patients and an obligation to meet certain expectations of quality and care, 

the suggestion that patients are also morally obligated to participate in 
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improving the quality of care is somewhat novel. The argument in support of 

this is that an individual seeking care from a healthcare organization cannot 

refuse to at least minimally cooperate in activities to improve care without 

thwarting the very (quality) benefit she or he seeks from that organization.22 

This type of overlap can make research projects gear towards a QI initiative. Especially 

since the Common Rule requires research to be reviewed and approved by an IRB. 

However, QI projects do not have the same requirement as they are considered part of 

hospital policy. We set out to understand the ethical construct of research versus quality 

improvement projects.  

 

Conceptual Model 

The development of our conceptual model for this survey started out with the overlap in 

research and QI projects. We wanted to address the projects that fall within the 

research/QI intersection and understand if we can generate a single ethical framework for 

them. We hypothesized that the conceptual framework would be a reflective model, where 

our related measures reflect the underlying constructs. 

 

Thesis Focus 

The focus of this thesis is the assessment of consent in minimal risk studies focused on 

hospital improvement.  While the problem in understanding the differences between QI 

and research is large, we focused on minimal risk research in order to be able to compare 

the types of interventions being implemented to QI projects. The reason we chose to 

sample from an inpatient population is because they can experience both QI projects and 
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research projects while being in the hospital. Therefore, they would be able to provide their 

opinion pertaining to implementation of these projects. This would allow us to understand 

patients’ ethical disposition in the issue of consent for hospital improvement projects. We 

developed a survey that allows us to assess whether patient consent is based on the type of 

project that is being implemented (i.e., research vs. QI) and what factors they perceive as 

risk. 
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CHAPTER 3: Methods 

 

Study Design 

The primary goal of this thesis was survey development. We developed a survey using 

published survey methods to understand patients’ personal perceptions of the boundary 

between QI and research regarding their need to provide their consent to proceed with 

hospital improvement projects. The targeted survey population was I served as the project 

coordinator of the survey development team,  hospitalized patients at the University of 

California Irvine Medical Center, Orange, CA and Brigham and Women’s Hospital (BWH), 

Boston, MA. The finalized survey was approved by the UC Irvine Office of Research IRB 

(HS# 2013-9843) as well as by the BWH IRB (protocol# 2013P002629/BWH). 

 

SURVEY DEVELOPMENT 

Survey Development Team 

I served as the project coordinator of the survey development team,  which included Susan 

Huang, MD MPH, Professor of Medicine and Director, Epidemiology and Infection 

Prevention at UC Irvine, Jim Sabin, MD, Professor of Population Medicine and Psychiatry, 

Director, Ethics Program at Harvard Pilgrim Health Care Institute, and  Sherrie Kaplan, PhD 

Professor of Medicine, Assistant Vice Chancellor for Healthcare Evaluation and 

Measurement at UC Irvine.  Additionally, guidance was provided by Sheila Fireman, JD, 

Director, IRB at Harvard Pilgrim Health Care Institute, David Vulcano, Associate VP of 

Clinical Research, Hospital Corporation of America (HCA), as well as the NIH Collaboratory 

Ethics Core Working Group and Steering Committee. Since our survey development team 
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included experts from various fields, we were able to work together with them to ensure 

the content of the survey was appropriate (i.e., the stems were credible, common, and 

addressed the questions we wanted to answer), rather than vetting the survey by experts 

after the survey was drafted.  

 

Domain of Observables 

We initially sampled from a large pool to obtain an exhaustive list of item development. Our 

domain of observables focused on projects aimed at improving patient care in hospitals or 

LHS. 

Figure 1. Domain of Observables 
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Survey Constructs and Item Development 

Our goal was to create a survey that would allow us to measure a patient’s comfort level in 

providing their consent for various patient care improvement methods. We wanted to 

understand the drivers of patient’s decisions pertaining to projects aimed at improving 

patient care. In order to assess this, we developed constructs, or subjects of measurement, 

of sequential examples that assess these concepts.  

 

We started our draft survey outline by discussing various avenues pertaining to patient 

improvement projects. Construct development included classifications such as interruption 

of care to understand when patients would allow for their medical care to be interrupted in 

order to provide their consent for a patient care improvement project. Additionally, we 

wanted to understand if a difference exists in patients’ perception as to who is 

implementing the project (e.g., nurse, physician, researcher). In order to measure these 

responses, we decided to draft the response options on a Likert scale.  Finally, we included 

validation questions such as “In general, how would you rate the ways hospitals use patient 

experiences to improve the care they give?” which enabled us to ensure our concepts were 

well established throughout he survey. 

 

Once we limited our focus, we were able to develop our constructs, which aimed to 

understand patient’s comfort level in providing their consent for various types of studies 

that address changes to improve patient care. Below are the sample categories of studies 

we used to ensure we were able to measure our constructs.  
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1) Hospital Care 

� Questions about the patient’s general opinion for hospital improvement 

projects 

2) Hospital Environment 

� Questions about when the patient would like to be asked for their permission 

before hospitals can make changes in patient care that involve the physical 

surroundings 

3) Things Put on or Used by Patients 

� Questions about when the patient would like to be asked for their permission 

when hospitals make changes in things that are used by or put on patients 

4) Medications or Devices   

� Questions about when the patient would like to be asked for their permission 

when comparing the ways hospitals use already approved medications or 

devices to improve patient care or experiences 

5) Policies and Procedures 

� Questions about when the patient would like to be asked for their permission 

when hospitals compare changes in certain types of procedures, policies, or 

ways things are done 

6) Data Collection and Sharing 

� Questions about when the patient would like to be asked for their permission 

when hospitals compare changes in the ways they collect, use, or share 

information with other healthcare providers 
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Pilot Testing and Cognitive Interviews 

To ensure our response options to the items in question were clear, we initially conducted 

cognitive interviews with four patients to confirm our response options and questions 

were indeed answering the questions we want to understand. We then revised the survey 

based on the feedback from our interviewees and piloted the survey (after IRB approval) to 

six patients at UC Irvine Medical Center. During the pilot phase we timed each survey to 

ensure it would take 15-20 minutes to complete, we also wrote down any questions the 

patients asked during the survey where further clarification of a survey question was 

needed. 

 

Inclusion Criteria  

1) Admitted patients (in non-critical care units) at UC Irvine Medical Center, Orange, 

CA and/or Brigham and Women’s Hospital, Boston, MA 

2) Adults (≥18 years old) 

3) Able to speak and understand English 

4) Medically and mentally well enough to provide responses 

Exclusion criteria were applied by unit charge nurses who were asked to provide a line list 

of patients who fit the requirements for survey administration for each collection period. 

 

SURVEY COLLECTION 

Setting and Sample 

Surveys were administered to hospitalized patients at the University of California Irvine 

Medical Center in Orange, CA and Brigham and Women’s Hospital in Boston, MA. The 
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survey was administered in person by trained research coordinators and entered into 

REDCap, which is a secure, web-based application for building and managing online 

surveys and databases.  Study data were collected and managed using REDCap electronic 

data capture tools hosted at UC Irvine.23 REDCap (Research Electronic Data Capture) is a 

secure, web-based application designed to support data capture for research studies, 

providing 1) an intuitive interface for validated data entry; 2) audit trails for tracking data 

manipulation and export procedures; 3) automated export procedures for seamless data 

downloads to common statistical packages; and 4) procedures for importing data from 

external sources. Data were collected for a two-month period (October-November 2014) in 

non-critical care units at both hospitals.  

 

Data Collection 

Once an eligible patient was selected based on the charge nurses recommendation, a 

trained research coordinator would provide them with a brief introduction to the survey 

(IRB approved study information sheet) and explain what it entailed. All research 

coordinators were trained and provided with a survey script to ensure the data collection 

procedures were uniform across coordinators and both sites. Upon introduction of the 

survey and verbal agreement from the patient to participate, an example question was 

provided along with the core response options. Additionally, patients were provided with 

the opportunity to have printouts of survey response options available should they like to 

reference them throughout the survey process. Research coordinators entered the data 

into a central data warehouse (REDCap) which allowed for a seamless export into Excel 

and SPSS for analysis. Furthermore, REDCap had an internal quality check, where an alert 
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would pop up if data was missing as it was being entered (in real time) during the survey 

process. This allowed us to ensure data was complete and no variables were missing. 

 

Scoring System 

The survey centered around questions pertaining to various types of QI and research 

projects. Patients were asked to select a response ranging from definitely yes to definitely 

not on a number of questions related to their comfort level of providing their permission 

for hospitals to implement these projects. The responses were scored on a Likert scale 

from one to five, one indicating definitely yes (go ahead without my permission) and five 

indicating definitely not (do not go ahead without my permission) as indicated in figure 2.  

Figure 2: Scoring System 

   

1  2  3  4  5  

  Definitely yes   Probably yes       Maybe   Probably not    Definitely not 

     (Go ahead) ------------------------------------------------------ (Do not go ahead) 

Figure 3: Transformed Scoring System 

   

0             25            50             75           100  

  Definitely yes   Probably yes       Maybe   Probably not    Definitely not 

     (Go ahead) ------------------------------------------------------ (Do not go ahead) 

To make the results easier to interpret, the scores were transformed to a scale of 1-100 

(figure 3). The scores to each response were then aggregated and averaged across each 

section. The lower the score the more comfortable the patients were with allowing the 

hospital to implement a project without their permission. The inverse is also true, the 
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higher the score the less likely the patients would allow hospitals to move ahead with a 

project without their permission. 

 

Statistical Analysis 

We ran a non-parametric correlation (Pearson’s correlation) to asses for validity across the 

survey sections. Reliability was assessed with Cronbach’s alpha, which was used to assess 

internal consistency.  
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CHAPTER 4: Results 

 

LESSONS LEARNED FROM SURVEY DEVELOPMENT 

Sampling from the Domain of Observables and Creating Constructs 

Sampling form the domain of observables allowed us to better understand the constructs 

we wanted to test. The domain of observables reflected on what we wanted to measure, 

which is patient’s comfort level in providing their consent for projects pertaining to 

improving patient care in hospitals or LHS. Our constructs focused on the drivers of 

patient’s decisions pertaining to projects aimed at improving patient care. 

 

Drafting Response Options and Question Stems 

During the process of question development, we learned how to properly word questions 

to get the correct response. Below are some common concepts that we implemented in the 

survey draft stage. 

� Stems have to be short and concise 

� Stems cannot include the word “or” as you will not know what the response you 

receive is pertaining to 

� Including examples within the stems makes the concept come across clearer 

� You have to limit the number of stems and ensure they fall within the domain you 

want responses to 
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Pilot Testing and Cognitive Interview Findings 

To ensure our response options to the items in question were clear, we conducted 

cognitive interviews with four patients. Their feedback allowed us to better focus the 

response options and revise the survey.  We changed our main response options to the 

below: 

 

The survey was then piloted with the revised response options to six patients at UC Irvine 

Medical Center. During the pilot phase we timed each survey to ensure it would take 15-20 

minutes to complete, we also wrote down any questions the patients asked during the 

survey where further clarification of a survey question was needed. The pilot survey 

results showed us that our response options had to be revised to make the survey more 

understandable to  our patient population. We shortened our busy response options to 

definitely yes, probably yes, maybe, probably not, and definitely not. These were much 

easier to interpret than our previous response options. 

 

 

 

 

NEITHER INFORM NOR 
ASK PATIENT 
PERMISSION 

GO AHEAD 

INFORM BUT NOT 
ASK PATIENT 
PERMISSION 

POST 

INFORM AND GET 
VERBAL 

PERMISSION 

ASK ME 

INFORM AND GET 
WRITTEN 

PERMISSION 

SIGNATURE 

 

DEFINITELY YES 

 

PROBABLY YES 

 

MAYBE 

 

PROBABLY NOT 

 

DEFINITELY NOT 
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Assessing Construct Validity 

We ran a non-parametric correlation (Pearson’s correlation) to asses for validity across the 

sections. Tables 1-7 provide the correlation coefficient for each construct to ensure validity 

across the survey questions.  

Table 1. Validity Testing: Section 1: Hospital Care 

Q1.A Q1.B Q1.C Q1. D Q1.E 
Hospital Care .955** .816** .907** .931** .784** 
Hospital Environment .533** .216 .504** .513** .357** 
Things Put on or Used by Patients .611** .471** .608** .567** .370** 
Medications or Devices   .491** .325* .470** .461** .454** 
Policies and Procedures .273* .117 .430** .243 .145 
Data Collection and Sharing .621** .564** .636** .611** .545** 
** Correlation is significant at the 0.01 level (2-tailed)      
* Correlation is significant at the 0.05 level (2-tailed)       

 

Table 2. Validity Testing: Section 2: Hospital Environment 

Q2.A Q2.B Q2.C Q2.D Q2.E Q2.F Q2.G 
Hospital Care .471** .427** .496** .421** .324* .218 .224 
Hospital Environment .835** .735** .889** .850** .784** .759** .412** 
Things Put on or Used by Patients .267* .249 .409** .350** .222 .243 .207 
Medications or Devices   .253 .316* .466** .365** .207 .262* .079 
Policies and Procedures .366** .293* .550** .509** .407** .379** .189 
Data Collection and Sharing .228 .247 .369** .335** .239 .295* .350** 
** Correlation is significant at the 0.01 level (2-tailed)      
* Correlation is significant at the 0.05 level (2-tailed)   

 

Table 3. Validity Testing: Section 3: Things Put on or Used by Patients 

Q3.A Q3.B Q3.C Q3.D Q3.E Q3.F Q3.G 
Hospital Care .449** .562** .523** .505** .533** .602** .488** 
Hospital Environment .321* .412** .161 .328* .371** .419** .183 
Things Put on or Used by Patients .842** .945** .880** .875** .836** .956** .836** 
Medications or Devices   .586** .623** .573** .586** .528** .624** .471** 
Policies and Procedures .550** .607** .375** .564** .453** .583** .324* 
Data Collection and Sharing .452** .462** .414** .400** .333** .451** .430** 
** Correlation is significant at the 0.01 level (2-tailed)      
* Correlation is significant at the 0.05 level (2-tailed)  
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Table 4. Validity Testing: Section 4: Medications or Devices   

Q4.A Q4.B Q4.C Q4.D Q4.E 
Hospital Care .320* .253 .571** .488** .335** 
Hospital Environment .059 .205 .457** .424** .269* 
Things Put on or Used by Patients .401** .316* .763** .647** .407** 
Medications or Devices   .739** .751** .736** .788** .728** 
Policies and Procedures .303* .279* .602** .512** .328* 
Data Collection and Sharing .408** .376** .467** .562** .392** 
** Correlation is significant at the 0.01 level (2-tailed)      
* Correlation is significant at the 0.05 level (2-tailed)  
 

Table 5. Validity Testing: Section 5: Policies and Procedures 

Q5.A Q5.B Q5.C Q5.D Q5.E Q5.F Q5.G 
Hospital Care .286* .188 -.002 .392** .139 .282* .216 
Hospital Environment .283* .382** .181 .532** .275* .479** .466** 
Things Put on or Used by Patients .505** .388** .165 .523** .366** .549** .477** 
Medications or Devices   .511** .456** .007 .365** .447** .444** .473** 
Policies and Procedures .533** .841** .526** .834** .814** .728** .717** 
Data Collection and Sharing .270* .270* .037 .305* .251 .143 .271* 
** Correlation is significant at the 0.01 level (2-tailed)      
* Correlation is significant at the 0.05 level (2-tailed)  
 

Table 6. Validity Testing: Section 6: Data Collection and Sharing 

Q6.A Q6.B Q6.C Q6.D Q6.E Q6.F Q6.G Q6.H 

Hospital Care .557** .428** .491** .558** .473** .575** .539** .398** 
Hospital 
Environment .308* .299* .402** .347** .233 .329* .314* .050 
Things Put on or 
Used by Patients .452** .296* .375** .423** .291* .419** .363** .206 
Medications or 
Devices   .356** .511** .466** .449** .442** .490** .375** .343** 
Policies and 
Procedures .080 .211 .239 .416** .255* .262* .344** -.022 
Data Collection and 
Sharing .613** .785** .709** .765** .826** .819** .656** .732** 
** Correlation is significant at the 0.01 level (2-tailed)      
* Correlation is significant at the 0.05 level (2-tailed)  
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Table 7. Validity Testing: Section 7 

Q7.10 A-D Q7.11 A-G Q7.12 A-E 
Hospital Care .516** .325* .085 
Hospital Environment .516** .341** .033 
Things Put on or Used by Patients .366** .315* .091 
Medications or Devices   .437** .298* .245 
Policies and Procedures .258* .436** .177 
Data Collection and Sharing .443** .293* .255* 

** Correlation is significant at the 0.01 level (2-tailed)      
* Correlation is significant at the 0.05 level (2-tailed)  

 

Reliability  

The below table provides the scale mean, scale standard deviation, and Cronbach’s alpha, 

which was used to assess internal consistency. The higher the scale mean the less likely 

that patients would allow hospitals or health care systems to implement a QI project 

without their permission. 

Table 8. Sample Item Content Scale  

Construct 
K of 

Items 

Scale 
Mean* 

Scale 
SD 

Cronbach's 
Alpha 

Hospital Care 5 20.50 28.78 0.922 

Hospital Environment 7 10.36 15.91 0.865 

Things Put on or Used by Patients 7 14.58 22.45 0.950 

Medications or Devices   5 24.92 20.82 0.792 

Policies and Procedures 7 13.15 15.87 0.835 

Data Collection and Sharing 8 41.88 26.47 0.881 

*High score indicates that patients are more likely to require providing their permission before 
hospitals can make changes 
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INTERIM DATA ANALYSIS OF 60 PATIENTS 

Patient Characteristics 

The data collection period started October 2014 and lasted one month, before ending in 

November 2014. We collected data (surveys) for 60 patients. Our sample consisted of 51 

patients from UCI and 9 patients from BWH. Patient characteristics are shown in Table 9. 

The mean age of surveyed patients was 48 years, (range: 22-89), with 50% (N=30) being 

male. The majority (58%) of the population was white (N=35) and 17% (N=10) was of 

Hispanic ethnicity. Furthermore, 60% (36) had commercial insurance, 27% (N=16) had 

Medicare, 25% (N=15) had Medicaid, and 2% (N=1) had no insurance. Of those surveyed 

28% (N=17) had previously participated in research studies requiring signing a consent 

form. The age distribution was skewed to favor younger ages with the median age=49 and 

the mode=29. Generally, hospitalized patients are considerably older. Study findings may 

therefore not generalize to the larger hospitalized patient population. 
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Table 9. Demographics 

Age (years) N Percent 
18-39 21 35% 
40-64 32 53% 
65+ 7  12% 
Mean (SD) 48 (14)  
Median (IQF) 49 (23)   

Sex  N Percent 
Male 30 50% 

Race  N Percent 
American Indian or Alaskan Native 1 2% 
Asian 5 8% 
Black or African American 6 10% 
Native Hawaiian or Pacific Islander 2 3% 
White or Caucasian 35 58% 
Mixed Race 6 10% 
Unknown 5 8% 

Ethnicity N Percent 
Hispanic 10 17% 

Education N Percent 
Less than High School 4 7% 
High School/GED 6 10% 
Associate Degree/Some College 27 45% 
Bachelors 16 27% 
Masters 6 10% 
Doctorate 1 2% 

Insurance Type  N Percent 
Commercial 36 60% 
Medicare 16 27% 
Medicaid 15 25% 
None 1 2% 

Number of admissions in last year N Percent 
1 35 58% 
2-5 22 37% 
6-9 2 3% 
≥10 1 2% 

Participated in research studies N Percent 
Yes 17 28% 
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Sharing PHI to Improve Patient Care 

Next, we analyzed the difference in either sharing identifiable patient data vs. 

unidentifiable patient data. As expected, patients were more comfortable sharing their data 

if it meant they could not be identified, as is shown in figure 4. The standard error bars 

indicate that the “probably yes” and “maybe” responses are not statistically significant.  

Figure 4: Data Sharing: Identified vs. Unidentified 

 

Overall, patients feel comfortable allowing access to their PHI if they are protected from 

being individually identified as displayed in the figure 5a. To further showcase patients 

comfort level with sharing their PHI, we grouped the categories “very comfortable” and 

“comfortable” into one category labeled “comfortable”  and the “very uncomfortable” and 

“uncomfortable” categories into one labeled “uncomfortable”. Figure 5b presents this 

distribution making it evident that patients are more comfortable with sharing their PHI. 
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Figure 5a: Using PHI if Patients Cannot be Individually Identified 

 

 

Figure 5b: Using PHI if Patients Cannot be Individually Identified Merged Responses 
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CHAPTER 5: Discussion 

 

Survey Goal  

The patient survey was developed as part of a trio of surveys aimed at identifying questions 

pertaining to patient perspective for implementing QI or research projects to improve 

patient care. The responses will allow us to inform dialogue pertaining to processes aimed 

at patient care improvement. Furthermore, it will provide us with an understanding of 

whether research and QI projects should be treated the same under one ethical framework 

versus having their own ethical governing bodies. The goal is to compare the patient 

responses to other stakeholders (i.e., IRB directors and QI managers) to provide a 

comprehensive representation of the implementation of patient care improvement 

projects.  

 

Changes in the Field 

The research field is heading into a direction where research is becoming more pragmatic, 

where the effectiveness of interventions can be evaluated in routine practice conditions. 5 

Additionally, LHS, which the Institute of Medicine describes as a health system “in which 

knowledge generation is so embedded into the core of the practice of medicine that it is a 

natural outgrowth and product of the healthcare delivery process and leads to continual 

improvement in care”24 are also expanding. With this expansion it becomes even more 

important to understand patient’s willingness to be part of QI and research studies. The 

shift in research to be part of LHS will require a congruent shift in the current IRB 

guidelines as well.  
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Organizations such as the National Quality Forum are working on improving health care by 

endorsing evidence-based measures as gold standard to be implemented in hospitals and 

health care systems. Furthermore, LHS are implementing research projects in hopes to 

advance the findings and results of research and make it more pragmatic in 

implementation. However, boundaries still exist when it comes to identifying QI projects 

vs. research projects. It is evident that more needs to be done to create a more efficient 

assessment of potential projects. As Platt et al, write: 

In brief, we believe that rigorous, systematic evaluation of clinical practice 

should become the norm. Evaluation requires institutional oversight using 

existing mechanisms and full compliance with the privacy provisions of HIPAA 

that apply to treatment and operations. But evaluation of minimal-risk, 

approved care should not require IRB involvement, nor should it require consent 

from patients beyond that required for normal medical care (or from health care 

workers beyond the norms of employer-employee relationships). IRBs provide 

essential protections for patients participating in greater-than-minimal-risk 

research, but they can impede progress when the risk is no greater than is 

typical of accepted clinical practice.25  

 

Patients’ Comfort Level 

The questions in this survey allowed us to assess a preliminary cohort of 60 patients’ 

comfort level in providing (or not providing) their permission for hospitals or health care 

systems to implement QI projects or minimal risk research projects. The data suggest that 

patients generally feel comfortable allowing hospitals to implement projects to improve 
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patient care such as comparing different types of thermometers for monitoring 

temperature. The distinction to the patients does not lie in whether the project is QI or 

research, but whether their PHI will be used and shared making them individually 

identifiable.  

 

We initially anticipated seeing a variation between the survey constructs not pertaining to 

data use (hospital care, hospital environment, things put on or used by patients, 

medications or devices, policies and procedures); however, their scale means were not 

significantly higher when compared to each other. This indicated that the distinction 

between research projects and QI projects seems irrelevant to patients. Further surveys or 

studies are needed to  engage patients to better understand when they would like to be 

notified of an ongoing project vs. asked to provide their formal consent in order to 

participate. 

 

The patient survey data collection is still in process as we anticipate recruiting a total of 

200 patients. We conducted a few interim analyses of 60 patients to assess findings related 

to patients’ opinions about sharing their PHI and participation in QI and research projects. 

We look forward to conducting a comprehensive analysis of the complete patient sample as 

well as including the patient results in the overall analysis of the three surveys. The goal of 

the findings of all three surveys will bridge the ethical gap between QI and research 

projects. 
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Project Limitations  

There are several limitations to this project. First, the survey target population consists of 

admitted patients at UC Irvine Medical Center in Orange, CA and Brigham and Women’s 

Hospital in Boston, MA. We used a convenience sample that was drawn from the larger 

population that was available and/or accessible to us at the time of data collection. Second, 

our inclusion criteria were provided to the charge nurse who was then asked to provide us 

with a list of approachable patients for each data collection visit.  The patient identification 

process was at the discretion of the charge nurse, therefore if there was a patient we could 

have approached but they were not included on the charge nurse’s list, it would present a 

missed opportunity. Third, the survey was only written in English and therefore 

respondents would have to be English-speaking in order to participate. 

 

Additional Surveys 

While the findings of this survey shed some insight into how a small sample of patients feel 

about giving their permission for improvement projects and sharing their data, it does not 

provide us with an overall understanding of the ethical gray space between minimal risk 

research projects and QI projects. The patient survey is the first of three surveys to be 

implemented for this project. As previously discussed, we will also survey QI managers and 

IRB directors/chairs to obtain their assessment of QI vs. minimal risk research. 
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