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B1. Why is this research important and what are its primary purposes? 

Explanation: Describe how this study contributes to existing knowledge. The purpose of 

research is to enhance society by advancing knowledge through scientific theories, concepts, 

and ideas. Explain how your research will accomplish that. Be specific and precise (not general, 

broad, or obscure), clearly defined, and apparent. Statements should be goal-oriented. 

Remember to spell out acronyms the first time they are used. Be sure to use consistent 

terminology and be sure to check your grammar. Cite from existing literature that supports the 

background/problem. 

Example: 

Approximately 67% of patients with heart failure (HF) experience chronic noncardiac 

pain that further complicates their disease management (Evangelista et al, 2009). 

Comorbid depression is estimated to impact 22% to 42% of patients with HF and poses 

additional threats to effective pain management (Rutledge, 2006). When depression is 

combined with HF and pain, patients are even less able to follow recommendations, 

treatment plans, and selfcare behaviors, and length of time to treat chronic pain and 

depression is extended (Bair, 2003). Increasing physical activity levels among patients 

with HF and depression holds many opportunities to facilitate health and wellbeing by 

improving HF, pain, and depression symptoms (Steinman et al, 2007). However, 

Butchart et al (2009) report that only 23% of patients with HF reported using exercise as 

a pain management strategy. Most (70%) use rest or sedentary activities to decrease 

their pain. Sedentary activities exacerbate HF and depression problems further because 

increased muscle wasting occurs when daily physical activity decreases (Evangelista et 

al, 2009). Chronic pain and depression often occur together. A considerable body of 

literature supports the coexistence and bidirectional relationship between chronic pain 

and depression that demands concurrent treatment to achieve optimal outcomes for 



each condition. However, little attention has been paid to this relationship in patients 

with HF who are at a much higher risk for adverse health outcomes. Given low exercise 

participation rates and the many barriers that discourage exercise, an essential first step  

is to assess current physical activity levels and examine how pain and depression may 

further influence engagement in exercise programs. The purposes of this research are to 

describe self-reported physical activity and exercise levels of depressed patients with HF 

and to determine the relationships of pain intensity, pain interference, total activity time, 

and sitting time with depression. 

 
Example: 

Young adults are a population particularly vulnerable to intimate partner violence (IPV; 

Fritz & O'Leary, 2004; O' Leary, Barling, Arias, & Rosenbaum, 1989). In a study of college 

men and women, 17% of men and 16% of women reported having experienced IPV in the 

past six months (Saewyc et al., 2009). The purpose of the proposed study is to address 

how individual factors such as optimism, expectancies, goal importance, and past 

experiences influence coping and conflict resolution in the romantic relationship of 

young adults ages 18 to 25. Previous research has found some of these factors to be 

important in understanding response to difficulties such as cancer (Scheier & Carver, 

2001), AIDS (Moskowitz, Folkman, Collette, & Vittinghoff, 1996) and IPV (Armstrong & 

Fiore, 2010). To determine the influence these factors have on behaviors in relationships 

and coping styles of individuals in these relationships participants in the study will be 

asked to complete a series of well validated questionnaires addressing these topics. The 

resulting data will be analyzed using structural equation models to determine if the data 

provided will fit the hypothesized model. 

 
Example: 

 
The problem is three-fold: one, prior research indicates that there are steadily increasing 

numbers of student attrition in ADN programs (Hopkins, 2008; Jeffreys, 2007; McCarey, 

Barr, & Rattray, 2007; Rogers, 2010). In some states, as much as 50% attrition rates 

have been reported by some schools (Benn & Pacquiao, 2010). Additionally, as much as 

one-fourth of nursing students across the country are lost through attrition at some 

point in their program (Seago, 2012). When a student leaves the program, this leaves 

their seat to remain empty for the remainder of the program, which means that when 

the program is complete there are fewer graduating nurses entering the already high 

nursing shortage (Gillis, 2007). When a program loses a student, there are costs to the 

college and faculty including time, energy, tuition, and resources within the facility 

(Bennet, 2003). There are costs to the student as well: books, fees, materials, etc. Two, 

most two-year ADN programs have high attrition rates in science courses, specifically 

pathophysiology and pharmacology (Higgins, 2005). High attrition rates in these courses 

raises concerns for student success in the nursing programs (Rogers, 2010). Three, there  



is a combined problem of a nursing shortage alongside a nursing faculty shortage. In 

fact, nursing education will have to increase the number of new nurse graduates by 30% 

a year within the next 10 years in order to meet the mounting need for registered nurses 

(RNs) in health care (Evans, 2009). The shortage of nurse faculty, is expected to 

drastically increase at a fast pace as faculty members reach retirement age. According 

to the American Association of Colleges of Nursing (AACN), nursing school enrollment is 

not growing fast enough to meet the projected demand for RNs (2015). Enrollment was 

up by 2.6% in 2013, but this increase is still not sufficient to meet the demand for nurses 

entering the workforce. This shortage portends of our inability to educate sufficient 

numbers of nurses with competencies that are required in a reformed and changing 

health care system (Yididia, 2014). Thus, students who are admitted to nursing 

programs need to be academically qualified to withstand the rigors of the curriculum 

and complete the program. 

 
Literature supports continually investigating factors that contribute to attrition rates, 

program completion, and student success in ADN programs (Harris et al, 2014). The 

national attrition rate of nursing students was 28% in 2011 and the National Council 

Licensure Examination (NCLEX®) pass rate in the United States for RNs was 81.43%, with 

a decrease to 79.26% in 2014, for associate degree programs (National Council of State 

Board of Nursing, 2015). For the nine Oregon Consortium of Nursing Education (OCNE) 

schools in this evaluation, the overall 2015 NCLEX® pass rate range for each school was 

73% to 97% (Oregon State Board of Nursing). According to Lewis & Lewis (2000), 

attrition rates will continue to escalate and NCLEX® scores will  continue to decrease if at- 

risk students are not identified through admission criteria. 

Program evaluation is a systematic review of an educational program, and plays an 

integral role in nursing programs to help ensure ongoing quality outcomes of the 

program. A program evaluation is important to help ensure the quality of the program, 

to meet requirements of regulatory and accrediting agencies, and to achieve the best 

student outcomes. Investigative program evaluations and the use of data can improve 

program outcomes as well as establish the need for possible changes within the 

program. This program evaluation project is used internally by OCNE, a partnership of 

nine Oregon community colleges, to help guide change within their program. No study 

had previously been completed within OCNE to investigate predictive factors affecting 

student success defined to prerequisite courses. Specifically, the project deliverable is a 

program evaluation for OCNE. This will allow very direct analysis of prerequisite 

requirements in order to determine potential change for prerequisite admission criteria. 

External drivers present with regard to nursing education program evaluation include 

accrediting bodies and the Oregon State Board of Nursing (OSBN). Both the 

Accreditation Commission for Education in Nursing and the Commission on Collegiate 

Nursing Education have standards related to outcomes. Because programs must show 

evidence of acting on the aggregated data, it is imperative for OCNE to have a 



foundation of pertinent records of student success factors and program outcomes. The 

culmination of data analyses from this project provides the necessary correlational data 

to support program change. 

 
The rate of academic attrition is problematic for many ADN programs. Attrition is often 

the result of the interaction between student and program characteristics. Review of the 

literature on student success reveals multiple student dynamics and/or various 

interventional methods play a role in predicting academic success (Appendix A & B). The 

literature supports evidence-based questions of measuring academic success, predictive 

measures, student outcomes, program evaluation, student retention, and attrition rates 

(Appendix C). Furthermore, the evidence supports that there are elements contributing 

to attrition rates within associate degree nursing programs which are extremely diverse, 

complex, and multifaceted (Abele at al., 2013; Lewallen, 2015; Harris et al., 2013; 

Peterson-Graziose, 2013; Rogers, 2010). 

 
Continuous improvement in the quality of a program is necessary to decrease attrition 

rates (Tinto, 2005). Undergraduate nursing program attrition rates continue to increase, 

despite the high demand for student placement in these programs (Harris et al., 2014). 

Critical investigation of student academic success predictors is vital to decreasing 

attrition rates. A program evaluation can reveal helpful information related to attrition 

specific to correlation between admission requirements, prerequisite biological science 

course grades, and student success within the ADN programs. 

 
Past research has been done which has focused on causes of attrition in ADN programs. 

Much of this research attempts to predict the relationship between multiple academic 

and non-academic factors attributable to academic success as an ADN student, as 

measured by grades and attrition. With a specific focus on prerequisite sciences, the 

literature search revealed that achieving high grades in prerequisite biological science 

courses were statistically predictive indicators of ADN students’ positive academic 

success (Abele, Penprase, & Ternes, 2013; Griffiths, Bevil, O’Connor, & Wieland, 1995; 

Jordan & Reid, 1997; Potolsky, Cohen, & Saylor, 2003; Seago, Keane, Chen, Spetz, & 

Grumbach, 2012). 

 
Pathophysiology and pharmacology are both required courses within all OCNE associate 

degree nursing programs. Due to the science, quantity, and intensive nature of these 

courses, they are placed during the second term of the 2-year program in order to ease 

students into the nursing curriculum at the beginning of the program. The purpose of 

the sciences early in the program is to develop a student’s competency of 

pathophysiology and pharmacology to apply directly to safe patient care during 

scheduled clinical experiences. Research has shown that pathophysiology and 

pharmacology are two of the most difficult required courses for nursing students 



resulting in high attrition rates (Dunn, Osborne, & Rakes, 2013; Harris et al., 2014; 

Salamonson, Andrew, & Everett, 2009). Yet, understanding these sciences is the 

foundation for safe practice. To improve program retention rates and to lower attrition 

rates, critically analyzing the reasons behind the attrition within nursing programs may 

help to ensure future academic success, especially in the science courses. Gillis (2007), in 

a qualitative research study, suggested more rigorous admissions criteria for nursing 

programs claiming that changes to admissions processes may help to decrease attrition 

rates by helping to define the population of students who have a higher chance at 

success in the program. 

 
The demand to be admitted to rural ADN programs is high. On average, in Oregon, rural 

community colleges each receive 130 applications each year with only 24-35 students 

admitted (OCNE). Therefore, the loss of just one student equates to costs upwards of 

$25,000 of lost tuition revenue for the college. The financial loss creates a large budget 

gap in academic operations. Unsuccessful program completion impacts colleges and 

communities who depend on tuition, as well as the nursing programs’ reliance on high 

level NCLEX® pass rates for program sustainability (OSBN, Division 21 Rules, 851-021- 

0015, 1F). 

 
Attrition rate increases have resulted in a lowered number of nurses entering the 

workforce of new nurse graduates, contributing to continued nursing shortages 

(Hopkins, 2008; Peterson-Grazoise et al., 2013). The nursing shortage is predicted to be 

approximately 300,000 to more than a million by 2016 due to additional losses from 

nurses retiring and the inability to hire more nursing educators (Aiken, Cheung, & Olds, 

2009). Nursing education will have to drastically increase the number of new nurse 

graduates over the next decade to meet the growing demand for registered nurses. As 

the rates of attrition rise in ADN programs, the overall quantity of nursing applicants will 

continue to decline (Saucier, 1995; Harvey & McMurray, 1997). This program evaluation 

is timely; as current nursing shortages continue to rise, there is great urgency for 

colleges and educators to uncover and solve issues that are impacting attrition rates and 

degree completion rates (Harris et al., 2014; Peterson-Graziose, Bryer, & Nikolaidou, 

2013; Rogers, 2010). 

 
 

 
B2. What question(s), problem, and/or hypothesis is this research designed to answer? 

 

Explanation: This is the question that you are trying to answer when you do research on a topic 

or write a research report. It should be as specific as possible. In some cases, you may make two 

or more research questions to cover a complex topic. Explain the underlying problem that has 

prompted this investigation. 



Example: 

 
The research question is, “Do rural regions endorse more system-level barriers than 

urban regions? When accounting for socioeconomic status and stemming from the 

research question, we hypothesize: Individuals from rural regions will endorse more 

system-level barriers than individuals from urban regions. 

 
Example: 

 
It is hypothesized that two factors; 1) adaptive goal investment, as measured by the 

participant' s reported relationship goal importance, perceived attainability of 

relationship goals, relationship investment, and style of goal adjustment, and 2) positive 

expectancies, as measured by the participant's reported attitudes about the use of 

violence and control in relationships, previous experiences with violence, and level of 

optimism, will predict the use of violence in relationships and the use of positive or 

negative coping strategies. If model fit is low, additional analyses will be used to 

determine how these factors influence one another. 

B3. How will the results be used or disseminated to others? 

Explanation: This is the plan as to how you will contribute to generalizable findings – meaning, 

how you will share beyond the populations or situations being studied. This may include any of 

the following (or more): 1) presentation of data at meetings, conferences, seminars, poster 

presentations, etc.; 2) sharing results to other specific investigators or scholars; 3) publications, 

including journals, papers, dissertations, etc. 

Example: 

It is planned that the results from this study will be presented at the UT Research and 

Creative Works Symposium in the spring semester via a poster session. Further, hopefully 

the results will be published in a peer-reviewed journal titled “Educational 

Methodologies”. 

B4. If the research will involve or add onto an existing program or class activity, explain which 

activities are proposed as research and which already exist as normal training, class, or 

program activities. 

Explanation: This section helps to delineate between activities already in place in a class, and 

those that will be added as part of this research project. 

Example: 

Currently, the Research Methodologies course teaches only about how to conduct 

research but does not include any hands-on, applicable active learning to conduct the 



Methodology 

actual research. Students will be involved in the collection of data and statistical analysis 

in order to have more insight into the research process. This will be a one-semester 

activity, with post-activity surveys to see how the students felt about this process. 
 
 

 

 

a. Provide a detailed description of each component of the study and why it is necessary. 

Explanation: The IRB will need to know where the research is being conducted, how 

participants will be recruited, and how you are going to conduct the study. The methods section 

of a research proposal contains a detailed synopsis and prospectus about how you will conduct 

your research. It includes your study design - the methodology and methods that you plan to 

use - as well as your work plan - the activities that you plan to undertake to complete your 

project. Describe the details of the procedure(s) to be used; how the data will be collected 

and/or what will be done to collect the needed data. The methods section of a research 

proposal must contain all the necessary information that will facilitate another researcher to 

replicate your research. The purpose of writing this section is to convince the IRB that the 

methods you plan to use are sound and this is the most suitable approach to address the 

problem you have chosen. You must also demonstrate your understanding of alternative 

methods to show that you have made a sound and well-calculated judgment. The methods 

section of your research proposal should answer the following questions: 

What is your study design and why did you choose it? 

Is the study qualitative or quantitative? 

What are the methods you will use to collect data? 

What are the variables and how will you measure them? 

What are your measures for reliability and validity? 

How will you mitigate bias? 

Who will be the participants of your study? 

What procedures/activities will the study involve? 

How long will the experiments/study take to get completed? 

What conceptual or theoretical framework will be utilized? 

Example: 

This will be a quantitative correlational analysis project based on prior students’ 

academic records. This data is projected to determine the predictors and/or type of 



relationship that exists between grades earned in prerequisite sciences courses, the 

prerequisite grade point average (GPA), course repeats in the prerequisite science 

courses, and grades received in pathophysiology and pharmacology in ADN programs 

within OCNE. In addition, OCNE admission requirements were gathered in order to write 

a comprehensive program evaluation that take into account prerequisite courses and 

how these are factored into admission. 

 
Two frameworks guide this program evaluation project. The first framework is the 

Quality Improvement Program Planning System (QIPPS) which is a systematic and 

evidence-based approach that incorporates organizational knowledge, empowers 

collaboration, develops project management, and encourages continuous quality 

improvement in a cyclical method. This system facilitates a consistent and structured 

tactic in program evaluation. 

 
The second framework for development of the focus of this problem is the theoretical 

framework of Malcom Knowles, called the Knowles’ Theory of Adult Learning which is 

based within an educational and learning theory conceptual framework. Knowles’ 

theory is based upon six assumptions, which are the basis of the theory of andragogy 

(Merriam & Bierema, 2014). Andragogy assumes educators need an understanding and 

respectfulness of the adult learners’ individuality. Since ADN students are all adult 

learners, this theoretical framework serves to be a solid underpinning for the focus of 

this Scholarly Project. The various findings in the literature review support Knowles’ 

theory application and focuses on attrition within associate-degree nursing programs, as 

student performance in the basic sciences provides a foundation for doing well in the 

nursing courses. The prerequisite sciences contribute not only to the student’s 

foundational knowledge but are also essential courses in assembling future knowledge 

basis required for success in the ADN program as well as competent clinical practice 

(Kyriacus, Jordan, & van den Heever, 2005). 

 
The target population, sampling method, and related procedures are described to ensure 

valid measures, correct data, and minimization of bias (Creswell, 2009). The transcripts 

include the students’ GPA, grades, and completion rates at selected ADN programs.  It 

was is not practical, in this case, to include a total population in this program evaluation 

(Ravid, 2011). Therefore, a random sample of every third student will be selected from 

the identified population including each class from 2010-2015 from the nine OCNE 

community college ADN programs. Each class had an average of 30 students. The 

sample size will include 500 de-identified transcripts from these cohorts. Confidentiality 

and anonymity was maintained by utilizing de-identified transcripts as the source of 

data (Lodico, Spaulding, & Voegtle, 2010). This project included a random sampling 

selection of the sample. The de-identified transcripts contained numerical grades earned 

in prerequisite science courses as well as nursing science courses. 

 
Data from student records, regardless of successful completion of the program or not, 

are to be included. Data will be collected from the colleges’ registrars to analyze overall  



prerequisite GPA, attrition rates in prerequisite biological sciences, prerequisite grades in 

biological sciences, and course repeats in the prerequisite biological sciences, as well as 

nursing program completion rates. 

 
A crosscheck of the admission policies and procedures from each of the nine schools will 

be compared to OCNE’s standardized policies and procedures. All schools have standard 

policies and procedures and will be unaltered from OCNE’s requirements. Faculty 

qualifications from nine schools will be analyzed. All faculty who taught in the ADN 

program will have a minimum of a master’s degree in nursing, meeting the requirements  

of OCNE and the OSBN. 

Example: 

The study will be completed by participants online. There are no requirements for where 

the survey is completed. An SSL system will be used to ensure that part icipant's data 

remains secured. No IP addresses will be collected from the online survey. Participants 

will complete demographic information (age, gender, etc.) about themselves and their 

current partner. 

Participants will also be asked questions about their relationship, how they normally 

respond to situations in daily life, their goals for their relationship, behaviors in 

response to their partner and their partner's responses to them, their attitudes toward 

different relationship scenarios, and past experiences. When describing past 

experiences participants will be asked if these events occurred and if so, how often 

these events occurred. They will not be asked to describe the events in any other way. 

The participant will be asked to complete an online survey asking about the information 

listed in the preceding section. After completing the survey participants will need to 

print a page or send the page via email to their Psychology I 00 instructor to confirm 

they have completed the study. Participants who wish to end the survey early can 

indicate this desire by answering a question at the bottom of each survey page which 

states that they wish to end their participation. They will then be directed to the last 

page of the survey so that they may print or email verification that they have 

completed their participant and earned I research credit. The survey will take 

approximately 15-20 minutes to complete. . 

b. Include the sequence and timing of all study procedures to be performed. 

Explanation: Describe or outline how long your study will take, which steps come first (and 

subsequent steps), etc. Does one step need to occur in specific order before the next? If so, 

explain. 

Example: 

Researchers will survey participants and explore the results of the survey analyzing the 

perceptions of the teachers who participated in the study. Time frame for the survey will 

be 1-2 months beginning once IRB approval has been received. 



Participants 

Example: 

It is expected that participant recruitment will begin as soon as IRB approval has been 

received. Once we have 50 participants, we will begin the study. This is predicted to be 

around the first week of March. The first phase of the study will last 4 weeks, the second 

phase is one week, and the third and final phase lasts 3-4 weeks. We will then compile 

all data and begin data analyses, which will be expected to be finalized on or about 

December 1. 

c. Indicate how information from or about participants will be accessed and describe how 

privacy of subjects will be protected during data collection, particularly for procedures 

that involve collection of sensitive information. 

Explanation: If you do not ask for a participant’s name or other identifying information, then 

the research is anonymous. Explain how you will keep participant information private. If you 

collect participant’s names or any other identifying information, the study would be considered 

‘confidential’ and you need to explain how you will keep participant private information 

confidential. 

Example: 

All data will remain anonymous, and no names will be associated with any data resulting 

from this study. Data in digital form will be keyed on an external hard drive in a locked 

room in the Usability Lab at ERAU and destroyed three months after it has been 

analyzed. Only the PI has access. 

Example: 

No student names will be included in the data set. Students will be identified through a 

numbering system. All data will be safeguarded on a password protected computer in a 

locked faculty office. The only person with access to this data is the PI. 

Example: 

The name of the participant will not be collected for this research. An online informed 

consent will require that the participant mark a box indicating that they have 

understood the informed consent and are aware of how to contact the project director if 

they have questions (please see attached informed consent for exact wording). On line 

data will be protected using an SSL system. Additionally, no IP addresses will be collected 

so that data cannot be traced to a specific computer. All data files (e.g. Excel files and 

SPSS files) extracted from the online data provided through Survey Monkey will be 

backed up, encrypted, and password secured. 
 
 



C1. List each participant group and the number of each you hope will participate. 

Explanation: Who do you hope to recruit? And, how many? For preexisting data, how 

much/many will you collect? And, from whom/where? 

Example: 

Approximately 100 FHSU students will be sampled for this study. 

Example: 

We will be collecting deidentified preexisting transcript data from all students of 

Associate Degree of Nursing programs, from 2015-2020 from 11 community colleges in 

Minnesota. This data will include prerequisite biological science courses as well as core 

nursing classes. We estimate that this will produce about 8000 transcripts. 

C2. Check each applicable box. 

C3. What characteristics (inclusion and exclusion criteria) must participants have to be in this 

study? 

Explanation: What are your criteria for excluding someone from participation? And, who will 

you include? Are any criteria based on age, gender, race, ethnicity, sexual orientation, origin, 

type and stage of disease, the subject’s previous treatment history, and the presence or 

absence (as in the case of the “healthy” or “control” subject) of other medical, psychosocial, or 

emotional conditions. If so, justify. For example, if you are doing a study on pregnant persons, 

will you exclude men (most likely, you will)? 

Note: The investigator should review the inclusion and exclusion criteria and decide if any 

group(s) is inappropriately excluded. If the justification for the exclusion of this group is not 

reasonable with regard to the risks, benefits, and purpose of the research, then this group 

should be included. 

Example: 

Exclusion criteria for eligibility includes age (>18 years of age only), students who did not 

complete the ADN program, repeat nursing program completers, and transcripts with 

incomplete data (missing A&P, Chemistry, or Genetics). There will be in exclusion for 

gender or any age over 18. Inclusion criteria includes the following: Completion of 

Associate Degree of Nursing program, English as a second language students, enrollment 

at one of the pre-selected community colleges, and completion of prerequisite biological 

science courses at same college. 

 

Example: 

Participants must be between the ages of 18 and 25, any gender or binary status. 

Participants must currently be in a romantic relationship that has lasted one month or 

more. 

People who are over or under the age limit and not currently in a romantic relationship 

will not be included in the study. 



Study Locations 

C4. How and when will you learn if the participants meet these criteria? 

 

Explanation: You will need to have a method in place to know if the participants are meeting 

your inclusion/exclusion criteria for eligibility. 

Example: 

Inclusion criteria for our study of chemotherapy of breast cancer subjects is 

postmenopausal women between the ages of 45 and 75 who have been diagnosed with 

Stage II breast cancer. An exclusion criterion for this study is abnormal renal function 

tests, since our combination of study drugs includes one or more that is nephrotoxic. We 

are specifying that renal function tests are to be performed to evaluate renal function 

and the threshold values that would disqualify the prospective subject is serum 

creatinine above 1.9 mg/dl. 

Example: 

Inclusion criteria for our study of students actively enrolled in their first year of college at 

a 4-year University and how they are managing the transition from living at home to 

living in dormitories are students who are registered as freshman status over the age of 

16, currently taking courses at their University, and residing in a University dormitory. 

The exclusion criterion for this study includes individuals who meet the inclusion criteria 

but are in their 2nd or 3rd year of taking courses but still registered as freshman due to 

having a lesser course load (and therefore, then would not be enrolled as a “first year”). 

This will be verified by a signature on the informed consent. 

C5. If utilizing UT students, how will you ensure that they are over age 18? 

Explanation: In order for UT students to participate in research conducted on our campus, 

they must be 18 or older. You will need to devise a plan to ensure that they meet this policy 

Example: 

Our recruitment materials will clearly outline that the participant needs to be 18 years of 

age or older. In addition, our informed consent will also state that they must be 18 or 

older to legally sign without parental consent and then participate. 

 

 

 

D1. Check appropriate box. 

D2. List each off-campus physical location where procedures will take place. 

Explanation: Any off-campus locations must be detailed so that the IRB is aware of where 

research is taking place. 

Example: 



Study Recruitment 

Screening will take place at the Fir Gardens off-campus student housing complex. Other 

screenings and survey sessions will take place at local parks or coffee houses and the 

choosing of the participant. If participant chooses, we can conduct these screenings and 

surveys in a vacant classroom or the library on campus; room availability is typically 

posted outside the classroom door and reservations can be made by coordinating with 

the building staff. 

D3. List each additional organization, team, or entity that will provide assistance or 

permissions for the project and what will be provided. 

Explanation: In some cases, researchers may need to be provided permission to access a 

physical location or to collect retroactive data. 

Example: 

We have been granted permission from the Minnesota State of Higher Education to 

obtain transcript data. This permission is attached as an addendum. The permission 

grants us access to this data via assistance of their Data Manager who will collect the 

data, deidentify all of it, and store it on a password-protected drive. 

Example: 

Our research has been granted permission by the Department Chair of Psychology to 

conduct surveys of the Psy 101 and Psy 401 students. Assistance by the Administrative 

Assistant of the Psychology department will assist with scheduling survey times in 

coordination with the students’ schedules. 
 
 

 

 

E1. Check applicable boxes. 

E2. Explain how these recruitment procedures will be implemented. Also explain how 

individuals will communicate their interest in participating. 

Explanation: IRB review starts with recruitment. Include who and how many participants will be 

recruited and upload any recruitment materials. Describe in detail the process to be used to 

recruit participants. Upload scripts, emails, letters, advertising and all marketing materials with 

your application. Provide a step-by-step description of how potential participants will be 

recruited for the study. 

Example: 

Subjects will be recruited from the Psychology 100 subject pool at The University of 

Montana in Missoula and Montana Tech in Butte. An undergraduate research assistant  



will be trained to recruit participants at The University of Montana by reading the 

recruitment script to Psychology 100 classes (with the permission of the instructor) and 

then handing out recruitment handouts with the online survey address and project 

director contact information to classes they have spoken with. Additionally, flyers will be 

posted in the psychology building where Psychology 100 students sign up for other 

research studies. At the beginning of the spring semester 2011 participants will be 

recruited on screening day using the same recruitment script and recruitment handouts. 

Flyers will be posted in the same area for the spring semester 2011. Student at Montana 

Tech will be recruited by having the recruitment script posted online with all other 

available research studies for the semester on the "blackboard" internet program 

accessible to all Psychology 100 students. Students will be given the survey link on the 

recruitment script posted online and can access the survey if they so choose. 

E3a. Check applicable box. 

E3b. If Yes in E3a, indicate whether or not it is necessary to keep private the individual’s 

decision about whether or not to participate. If this is a concern, explain what procedures you 

will use to keep the decision private. 

Explanation: In some cases, a potential participant might not want anyone to know that they 

are participating in a research project, especially if the participant inclusion criteria is specific to 

a vulnerable topic (e.g.., sexual assault, PTSD, previously incarcerated, cancer, etc.). 

Example: 

By inviting a potential participant that the PI has awareness of that qualifies for inclusion 

criteria, the individual will only be approached with the question, “I’m unaware if you 

qualify for this project. However, if you feel you qualify for this research project and 

would like to participate, please contact me privately at <email> and I will explain more 

about the research to you.” This will help to ensure ultimate confidentiality and privacy 

for any interested qualified participants. 

E4a. Check applicable box. 

E4b. If applicable, how will you reduce any perceived pressure to participate resulting from 

this relationship? 

Explanation: Participation in research must be voluntary. Thus, the study should be introduced 

in a manner that allows participants adequate time and ability to freely consider whether or not 

they wish to take part. Undue pressure because of the timing of the request, who makes the 

request (e.g., a participant’s teacher, boss, physician, etc.), method of request or the offering of 

undue inducements should be avoided. 

Example: 



Data Collection 

We have clearly outlined in the recruitment materials and informed consent that 

participation in the study is completely voluntary. There is an emphasis on taking 

particular care to be sure that anyone asked to consider taking part in research is given 

the information necessary to make an informed choice, presented in ways that they can 

understand. The consent process includes a disclosure of gains and an explicit discussion 

about different senses of obligations that may be felt by both parties. 
 
 

 

 

 

F1. Check applicable box. 

F2. Explain how these procedures will be implemented step by step. 

Explanation: It is important for the IRB to understand exactly how you will be obtaining data. If 

this is clearly explained elsewhere on the application, simply state “See Section  ”. 

Example: 

Age, gender, education, ethnicity, and experience with the applications will be collected 

as demographics. Participants will then rate their opinions of the features they have 

used in the applications in question. The System Usability Scale (SUS) is used to assess 

the perceived usability of something. The Eye Fatigue questionnaire is used to assess  the 

perceived level of eye strain a person feels. The NASA Task Load Index (NASA-TLX) is used 

to assess the perceived workload of a task. 

Example: 

Approximately 400 adult residents (one adult member per house) of the Five Wounds/ 

Brookwood Terrace neighborhood will be surveyed. “Stratified systematic sampling” 

method will be used to identify houses to be surveyed. The student surveyors will knock 

on the front door of the house or ring the bell and request an adult member of the house 

to volunteer to answer the survey questions. Subjects are expected to indirectly benefit 

from this study due to: general feeling of reward for being able to help with this 

research; and general feeling of reward for being able to advance the cause of their 

neighborhood. 

The students of Urban and Regional Planning (URBP) 204 A (Quantitative Methods I) 

class and Political Science (POLS) 107 (Politics and Public Opinion) will go out in the Five 

Wounds Brookwood Terrace neighborhood of City of San Jose’ on one Saturday morning 

in October 2006 to conduct the survey. The students (approximately 60 in number) will 

be divided into teams of 2. 



Each team will be assigned a certain number of census block groups of the Five Wounds/ 

Brookwood Terrace neighborhood to survey. Using the 

“stratified systematic sampling” method, they will identify houses to survey. For 

example, if there are 200 single family houses in a census block group then the team 

may decide to survey 10 houses (that is the “stratified” part of the “stratified systematic 

sampling” method). After this, the team will survey every 20th house so that at the end 

of the survey period they have surveyed 10 houses (that is the “systematic” part of the 

“stratified systematic sampling” method). For every 20th house selected, the team will 

knock on the front door or ring the bell and request one adult member of the house to 

volunteer to answer the survey questions. The consent form will be read to the 

respondent and her/his signature will be obtained. The student investigator will also 

sign and date the form. Only after the subject has given her/ his written consent will the 

survey be conducted. 

F3. Check applicable box(es). 

F4. Explain how, when, and how much compensation will be provided. 

Explanation: Are participants going to be paid for their participation or are you providing any 

other type of incentive; include extra credit? If you are compensating participants, explain what 

the compensation will be. Compensation may be provided to reimburse participants for their 

time, effort or for other expenses. Compensation includes any monetary compensation, gift 

certificates or vouchers, mileage reimbursement, movie tickets, promotional items, etc. 

The IRB reviews compensation arrangements to research participants to ensure an equitable 

selection of subjects by only approving payment methods that are not coercive and do not 

present undue influence. Additionally, compensation must be clearly described in the consent 

document. Therefore, the IRB will review the description of compensation in the consent 

document to prevent any violation of the regulatory requirements of consent. 

Example: 

Participants can early up to one extra credit in the MTH 304 course. Only participants 

who select “Agree” to participate will be able to receive extra credit. If a participant 

begins a survey, but fails to complete it, he/she will still be given credit. 

Example: 

Participants will be given 1 research credit for their Introduction to 

Psychology course. These credits are required to complete the class and can be obtained 

through research participation or by reading and summarizing research articles. 

Participation in research is voluntary for all students. 

Example: 



Risks and Benefits 

Participants will be given the option to enter their email address at the end of the survey 

if they would like to receive compensation. Upon successful completion of the survey, the 

researcher will send a $25 Amazon gift card to the participant’s email. Participants’ 

contact information and survey data will be stored separately and their personally 

identifiable information will not be published or presented publicly. 
 
 

 

 

G1. Check applicable boxes. 

G2. Explain how likely or serious each of the risks are, and if possible, what steps you still take 

to minimize them, including how to address any negative impacts that do happen to occur 

during or after participation. 

Explanation: There are risks to ALL research, even if the risks are no greater than what is 

experienced in daily life. All possible risks should be spelled out as well as how you will mitigate 

those risks. The risks on the IRB application must match what is written on the consent form, 

except that here they are written to the IRB reviewer. Describe any potential risks to the 

dignity, rights, health or welfare of the human subjects and how these will be mitigated. Risks 

may be physical, psychological, social, legal, economic, to reputation, or others. All other 

possible options should be examined to minimize any risks to the participants. 

Example: 

There is a risk of confidentiality breach, albeit unlikely. To help mitigate that risk, data 

will be stored securely according to campus policy; when necessary, identifiable, or 

sensitive information, will be stored separately from other study data and participant 

identities will be masked in publication. 

Example: 

Participants may be likely upset by aspects of the research. They will be informed about 

all aspects of the study during consent and have the option to skip or withdraw from any 

activities that make them upset or uncomfortable. 

Example: 

Participants may reveal illegal behaviors due to the nature of the questions. If a 

participant reveals illegal behavior, it will either be removed from the research record or, 

if necessary to answer the research question, a Certificate of Confidentiality will be 

obtained. 

Example: 



Participants may become fatigued or frustrated due to the length of the study. 

Participants will be informed of the approximate length of study activities during the 

consent process and will be offered the opportunity to take breaks during the study 

activities if needed. 

Example: 

For blood draws, we will always have a Registered Nurse and a physician present with 

appropriate equipment to ensure any physical emergencies are handled appropriately 

with medical care. 

G3. If the project includes any special populations (as noted in C2), discuss special risks and 

procedures for mitigating them. Also explain any special procedures to ensure consent will be 

fully understood and voluntary. 

Explanation: 

Researchers should provide detailed information in the IRB protocol about potential risks and 

benefits associated with the research and provide information about the probability, magnitude 

and potential harms associated with each risk. Inability to consent does not limit participation 

in a study but instead requires that additional safeguards and consent procedures are followed. 

Each vulnerable population has its own unique needs for safeguarding and minimizing risk. 

Example: 

We will minimize the risks by ensuring clarity in the consent form that the study is 

voluntary, and participants can stop at any time. One or both parents or a guardian 

must be provided with the information required for informed consent, so that they may 

decide whether to allow the child to participate. Children capable of assent must also 

express their willingness to participate. 

G4. Sometimes in your research, you might discover information about your participants that 

are a potential problem for them or others. UT policy and Utah law may require that you 

report any child abuse, and you may need to report other types of abuse or behavior based 

on your status as a mandatory reporter and/or your personal ethics. How will you handle 

these types of information? 

Explanation: See Utah Code 62A-4a-403 

(https://le.utah.gov/xcode/Title62A/Chapter4a/62A-4a-S403.html ): If an individual, including 

an individual licensed under Title 58, Chapter 31b, Nurse Practice Act, or Title 58, Chapter 67, 

Utah Medical Practice Act, has reason to believe that a child is, or has been, the subject of 

abuse or neglect, or observes a child being subjected to conditions or circumstances that would 

reasonably result in abuse or neglect, the individual shall immediately report the suspected 

abuse or neglect to the division or to the nearest peace officer or law enforcement agency. See 

Utah Code 62A-3-305 (https://le.utah.gov/xcode/Title62A/Chapter3/62A-3-S305.html ): If an 

individual has reason to believe that a vulnerable adult is, or has been, the subject of abuse, 

https://le.utah.gov/xcode/Title62A/Chapter4a/62A-4a-S403.html
https://le.utah.gov/xcode/Title62A/Chapter4a/62A-4a-S403.html
https://le.utah.gov/xcode/Title62A/Chapter3/62A-3-S305.html
https://le.utah.gov/xcode/Title62A/Chapter3/62A-3-S305.html


neglect, or exploitation, the individual shall immediately report the suspected abuse, neglect, or  

exploitation to Adult Protective Services or to the nearest peace officer or law enforcement 

agency. 

https://daas.utah.gov/adult-protective-services/ 

https://utahfamilies.org/preventing-child-abuse/ Example: 

We have explained on the informed consent the Utah codes for reporting abuse – this 

includes reporting information about alleged, probably, or known sexual or physical 

abuse of a child, dependent adult or elder. “The researcher(s) may not be able to 

maintain as confidential, information about known or reasonably suspected incidents of 

abuse or neglect of a child, dependent adult or elder, including, but not limited to, 

physical, sexual, emotional, and financial abuse or neglect. If the researcher is given such 

information, he or she may report it to the authorities.” We will report suspected child 

abuse to the Child Abuse/Neglect Hotline at 855-323-3237, and any suspected 

vulnerable adult abuse to the Utah Dept. of Human Services Aging and Adult Services at 

800-371-7897. 

G5. In some studies, participants cannot be told in advance what the study is about, or there 

may be other elements of Deception or Omission that are necessary. If this item is not 

applicable, indicate that below. If this project does require some type of deception or 

omission, please explain a) why this is needed; and b) how, when, and by whom participants 

will be fully informed. Attach debriefing script or text. 

Explanation: Deception and incomplete disclosure can be valuable research methods and 

studies involving the use of deception have resulted in significant contributions to science. 

However, the use of deceptive methodologies places a special burden of responsibility on 

researchers to provide scientific justification for the deception. Researchers must also provide 

the appropriate additional safeguards, beyond those safeguards normally in place, to protect 

the rights and welfare of participants. Researchers are urged to explore the literature within 

and outside of their field in order to fully understand the history and critical issues related to 

deceptive methods. 

Example: 

In our study, subjects are asked to take a quiz for research but they are not told that the 

research question involves how background noise affects their ability to concentrate. If 

told, this might affect our study outcomes. Our informed consent will state, “For 

scientific reasons, this consent form does not include all of the information about the 

research question being tested. The researchers will give you more information when 

your participation in the study is over.” We will provide participants with a simple, clear, 

and informative explanation of the experiment’s purpose and the methods that were 

used, as well as bibliographical citations advising them where they can obtain additional 

information on the subject being studied. 

https://daas.utah.gov/adult-protective-services/
https://utahfamilies.org/preventing-child-abuse/


G6. Describe the anticipated Benefits of this research for individual participants. If none, state 

"None." Note: Study compensation is not a benefit. 

Explanation: Assess the potential benefits to be gained by the participants as well as to other in 

general as a result of this project. The benefits here must match what is written on the consent 

form; here they are written to the IRB reviewer, on the consent form they are written directly 

to the participant. Include the benefits to the participants if there are any. If there are no 

benefits to participants, simply state that. Include the benefits to others. 

Example: 

While there are no direct benefits to the participants in this study, results may help 

practitioners better understand participants’ perceptions of websites and mobile 

applications commonly used by college students. 

Example: 

Although there is no direct benefit to subjects for participating in this study, the data 

collected from this study will be used to better understand how people react in 

relationships. 

Example: 

We will be assessing your Vitamin D levels in this study and will provide you with those 

results. This is of benefit to you so that you know if you are deficient in this fat-soluble 

vitamin and can then seek a physician for further steps. We have established a 

partnership with Ivy Medical Clinic and they will see you at no charge. 

G7. Describe the anticipated benefits of this research for the field or society, and explain how 

the benefits outweigh the risks. 

Explanation: Research that has no immediate therapeutic intent nonetheless may benefit 

society as a whole. These benefits take the form of increased knowledge, improved safety, 

technological advances, and better health. 

Example: 

While participants are not expected to benefit directly from participation, this study may 

benefit scientific knowledge. This study highlights mental illness in rural communities. 

Furthermore, exposing the barriers to the treatment of disordered eating, specifically in 

rural regions, may help professionals tailor existing services to the unique rural culture, 

and it may help policy makers advocate for an increase in mental health resources for 

rural communities. Finally, establishing that high anti-fat attitudes may decrease an 

individual’s motivation to seek treatment may encourage both popular culture and the 

professional fields to challenge weight-based prejudices. 



 
 

 

H1. Check applicable box. 

H2a. If identifiers are involved, will they be shared with anyone outside of the research team, 

and if so, with whom? Indicate which information, and how and when this will occur. State 

"No identifiers", if applicable. 

Explanation: Identifiable data is vulnerable, as it includes information or records about the 

research participant that allows others to identify that person. If unauthorized individuals gain 

access to identifiable data, there could be a breach in confidentiality and privacy agreements. 

The IRB needs to know if you plan on sharing any identifiable data. 

Example: 

We will share identifiable data only with the consent of the participant, limited to their 

Vitamin D levels with the purpose of obtaining physician consult. This will only be done if 

the levels are outside of the normal range and if we obtain permission from the 

participant as outlined in the informed consent. 

H2b. Who is going to manage access to the data/specimens? 

Explanation: Oftentimes, the PI gives access to data to co-PIs/key personnel. The IRB needs to 

know who, if any, is managing access to the data. Is it only the PI who gives access? Or, are there 

others who make that decision on behalf of the research team? Example: 

The PI will be the only person in the research team that will manage access to the data. 

Additionally, only the statistician will have actual access to the data. There is not a need 

to know for the rest of the research team until the complete data has been analyzed. 

H2c. Once done with the data/specimens, what will be done with it? 

Explanation: If the subjects denied permission for their data/specimens to be kept long term 

for future research, you are not allowed to keep them even if they are deidentified. In addition, 

if the data/specimens were collected under a consent which stated that the data/specimens 

would be destroyed at the completion of the study, the data/specimens may not be used for 

future research; even if de-identified and/or subjects are deceased. The IRB needs to know how 

you will go about destroying the data once you are done with the data. However, if a Waiver of 

Consent stated the permission to use data for future research purposes, you may either, 1) 

removal ALL HIPAA identifiers and any other information that may allow you to re-identify the 

subject. You may then keep the data/specimens without additional IRB approval. 2) keep the 

data/specimens in an identifiable manner and request an approval of waiver of consent/HIPAA 

authorization from the IRB with your protocol application. 

Example: 

Confidentiality 



Consent Process 

We will obtain a Waiver of Consent at the onset of our data collection. This is attached 

to the application. Participants will be offered an option to sign their permission for 

future use of their data with the understanding that it will be unidentifiable. 

H3. If it is important to keep identifying information and study data confidential, how will 

that be done? (This might include procedures such as keeping the identifiers separate from 

the data, using password protected files, destroying identifying data or tapes at the end of 

the study, disguising faces on videos, etc.) State "No identifying information", if applicable. 

Explanation: The IRB is responsible for evaluating proposed research to ensure adequate 

provisions to protect the privacy of participants and to maintain the confidentiality of data. 

Research involving human participants must include adequate provisions to maintain the 

confidentiality of research data. 

Example: 

We will be replacing any personal identifying information with research ID codes, the PI 

will be the only individual with the master code list, all electronic data will be password- 

protected and encrypted (at least when data are transferred or transported in any way), 

the data will be locked in a secured cabinet if placed in an external hard drive, files 

containing electronic data will be closed when computers left unattended, and 

consent/HIPAA authorization forms will be securely stored in locked cabinets separate 

from the research data. 

H4. How long with you keep the study data or artifacts? 

Explanation: Include how long data will be kept after the study is completed. It is best to store 

data on an UT computer as a way to increase data security. 

Example: 

All data will be kept for one year (12 months) after the final completion of the study. 

H5. Check applicable box. 
 
 
 

 

 

I1. Check applicable box. 

I2. Describe how the consent procedures will be implemented - at which point in the 

recruitment process, by whom, and how the consent document(s) will be shared with 

participants. Also indicate how participants will communicate their consent (initially and 

ongoing) and what will occur if they decline. 



Study Statistics 

Explanation: Describe the procedure you will use to obtain informed consent of the subjects. 

How and where will you obtain consent? In survey research, it is not necessary to obtain a 

written signature from the participant. The Federal Regulations are specific as to the format of  

the Informed Consent Form. OHRP Guidance: https://www.hhs.gov/ohrp/regulations-and- 

policy/guidance/informedconsent/index.html Example: 

The informed consent form will be presented to participants at the beginning of the 

online survey. Participants will indicate they have read the consent form and agree to 

participate by selecting ‘yes’ on the consent form page. Those who do not consent to the 

study will not continue to participate. No data will be collected from participants who 

choose to opt out during the research process; their data will be destroyed immediately. 

Opting out can happen with verbal or written request by the participant. 

Example: 

Participants will be read the recruiting script if they are interested in possibly 

participating they will be given the informed consent to read. They will be given a chance 

to ask any questions and sign the consent if they wish to participate. Participants can 

decide to leave the study at any time, and this will be explained on the informed consent 

form. 

 

 

 

J1. State/describe the Primary Outcome Variable for your study. State "Qualitative", if 

applicable, and skip to Section K. 

Explanation: One of the first steps in designing and conducting a research study is identifying 

the primary and any secondary study outcomes. An outcome measure is a specific 

measurement or observation used to assess the effect of the study intervention. Outcome 

measures should be prioritized and should correspond to the study objectives and hypotheses 

being tested. Give succinct but precise definitions of the outcome measures used to address the 

study’s primary objective and key secondary objectives (e.g., specific laboratory tests that 

define safety or efficacy, clinical assessments of disease status, assessments of psychological 

characteristics, assessments of individual or group oral health behaviors, assessments of 

healthcare visit attendance, etc.), and briefly explain why they were chosen. Include the study 

visits or time points at which data will be recorded or samples will be obtained. 

Generally, there should be just one primary outcome measure that will provide a clinically 

relevant, valid, and reliable measure of the primary objective. The primary outcome measure is 

the basis for concluding that the study met its objective, and its importance and role in the 

analysis and interpretation of study results should be defined. 

Example: 

https://www.hhs.gov/ohrp/regulations-and-policy/guidance/informed-consent/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/informed-consent/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/informed-consent/index.html


The primary objective of this study is to determine [include language specific to the 

primary objectives for your study and outcome measures. For example, the primary objective of 

this study is to determine whether Chantix prescription leads to long term smoking cessation in 

patients who were/are prescribed the drug by their PCP. ] Example: 

Baseline and demographic characteristics will be summarized using descriptive statistics 

(means, standard deviations for continuous variables such as age and percentages for 

categorical variables such as race and ethnicity). The primary objective of the s tudy is to 

determine if there is an association between testosterone hormone replacement therapy 

and risk of heart attacks. We will use a chi-square test to determine if there is a 

significant relationship between exposure to testosterone hormones and incidence of 

heart attacks. We will control for age, race and cardiac history in our model. 

J2. State/describe any Secondary Outcome variables for your study. 

Explanation: List additional outcome measures. Secondary outcome measures are those that 

may provide supportive information about the study intervention’s effect on the primary 

objective or demonstrate additional effects on the disease or condition. Secondary outcome 

measures may include, for example, endpoints related to efficacy, safety, or both. 

Example: 

The secondary objective(s) of this study are [list the secondary objective or  objectives 

that are specific to your research study and outcome measures] 

J3. State your desired sample size for the study, and provide size justification. Explain how the 

collected data is expected to provide valuable information given the inferential goals of the 

study. Include Power Analysis, if applicable. 

Explanation: All studies require a justification for the chosen sample size (the number of people 

you would like to participate in your study). Often the sample size is based on a formal power 

calculation. When this is the case, the planned sample size should be large enough to have a 

high probability (power) of detecting a true effect of a given magnitude, should it exist. 

The sample size should be justified based on the study objectives. While this can be difficult, 

and less robust, in a retrospective chart review there should still be some description of how 

the sample size was developed. Estimates of the number of cases can be made by conducting 

literature reviews or looking at availability of specific diagnosis codes of interest. It is possible 

that the sample size may simply be one of convenience- meaning all of the available cases. In 

this case simply state it is a sample size of convenience. Be sure to mention how you know this 

will be an adequate-sized sample. You should be collecting enough data to reach statistical 

power to gauge significance of results. 

Example: 



Funding 

We plan a repeated measures ANOVA using the Hotelling-Lawley Trace to test for a 

time-by-treatment interaction. Based on the parameter choices, for a desired power of 

0.90 and a Type I error rate of 0.01, we estimated that we would need 44 participants to 

detect a mean difference of 1.2. Sample size analysis was conducted using GLIMMPSE, 

housed at SampleSizeShop.org (Kreidler et al., 2013). Over 12 months, we expect a 25% 

loss to follow up. We will inflate the sample size by 25% to account for the attrition, for a 

total enrollment goal of 60 participants, or 20 participants per treatment arm. 
 
 

 

Check appropriate boxes pertaining to any funding you are requesting/receiving. 

For remainder of application, be sure to check all appropriate boxes, ensure you have all 

necessary forms, sign the application/obtain signatures, and double check that you have a 

complete packet before sending your application to the IRB. 
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